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Vi deot aped sworn deposition of CHARLES
FLI CKER, Ph.D., held at The WIshire G and
Hotel, 350 Pl easant Valley Way, West O ange,
New Jersey, commencing at 7:48 a.m, before
Margaret M Rei hl, a Regi stered Professional
Reporter, Certified Court Reporter, Certified

Real tinme Reporter, and Notary Public.
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THE VI DECGRAPHER: W are going on the
record at 7:48 a.m on Friday, Novenber 4th,
2016. Pl ease note that recording will continue
with any objection to going off the record. M
name i s Bob Jorissen, your certified |egal
vi deogr apher associated with Gol kow. This
deposition is being held at the Wl shire G and
Hotel |ocated at 350 Pl easant Avenue Way, West
Orange, New Jersey. The caption of this case
is re: Celexa and Lexapro marketing and sal es
practice litigation, Kiossovski and Ramrez on
behal f of thenselves and all others simlarly
situated versus Forest Pharnmaceuticals, Inc.,
et al. inthe United States District Court for
the District of Massachusetts.

The nane of the witness is Charles
Flicker. Appearances wll be noted on the
stenographic record. At this tinme our court
reporter, Peg Reihl, of Golkow wll swear in
the witness and we can proceed.

Go ahead, Peg.

CHARLES FLI CKER, Ph.D., havi ng been
duly sworn as a witness, was exam ned and

testified as follows ...
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BY MR BAUM

Q

Good norning, Dr. Flicker.

Can you pl ease state and spell your ful

nane for the record.

A

Fl i cker.

> O > O

Ch-a-r-l-e-s F-l-i-c-k-e-r, Charles

Do you have a m ddl e nane?
Edward, E-d-w a-r-d.
What is your current address?

1155 North Courtney Avenue, Merritt

| sl and, Florida 32953.

Q

A

Q
here today?

A

Q

pai d by Forest?

A

Q
A

What are you doing up here?

I[t's where nmy daughter I|ives.

kay. Mne lives up here too.
You're represented by counsel today?
Yes.

How di d you cone about havi ng counsel

They contacted nme by tel ephone.

I's your attorney -- are your attorneys

Not sure.
You don't know who's paying then?

I'd say that's a reasonabl e conjecture.

ol kow Technol ogi es,
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Q You' re not paying themyoursel f?

A No.

Q You' ve been deposed before, right?

A Yes.

Q How many tinmes?

A I think tw ce.

Q One was in connection with securities

litigation; is that correct?

A Securities? | don't knowif it was
securities.

Q What do you think the depos -- the
depositions that you already underwent were about?

A There was a -- it was a Departnent of

Justice investigation.

Q Regar di ng Cel exa or Lexapro?
A It nmust have been Celexa. |'mnot sure.
Q Do you know what the -- what they were

trying to find out about?
A. | believe there were a nunber of |ssues,

but I was asked about Cel exa marketi ng.

Q Do you recall what you said?
A Not really. | nean fragnents.
Q Did you get a copy of the transcript of

t hose depositions?

ol kow Technol ogi es, I nc. Page 9
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> O >» O >» O >

one.
Q

i ntervi ewed by
A
Q
A

Q

No.

So there were two depositions?
Per haps one.

One deposition?

Per haps one, perhaps two.

One with a court reporter?

It was definitely a court reporter at

Ckay. And the other was maybe bei ng
a couple of US attorneys?

Yeah, | don't really renmenber.

Do you renenber when they were?
About ten years ago.

Wel |, you understand that you're under

oath today, correct?

A

Q

Mm hnm

That's the sane oath as if you were

sitting in a courtroomin the witness stand in front of

the jury and a judge.

A
Q
and her job is

answer and get

Do you understand that?

Yes.

Ckay. So we have a court reporter here,
to take down each question and each

every word we say, and so it's inportant

ol kow Technol ogi es,

I nc. Page 10
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1 for us to try to make a clean record for her and so
2 that your answers need to be oral. Shaking your head
3 or saying uh-huh or uh-uh are hard for her to

4 transcri be.

5 Did you get that?
6 A ["I'l try not to nunble.
7 Q Good, and I'Il try not to as well. It's

8 also inportant that if possible only one of us talk at
9 atinme. So | sonetines ask |ong questions, and at the
10 very end stick a word on the end and it nakes the

11 difference of what the question neans and changes what
12 your answer mght be, and it al so gives your attorneys
13 an opportunity to object.

14 When they object, it neans that they are
15 maki ng a comrent or a query or a placehol der so that
16 they can talk to the judge and say ny question wasn't
17 any good and may want to strike the answer, but unless
18 they tell you not to answer, even if they object, you

19 shoul d go ahead and answer.

20 Does that make sense?

21 A Yes.

22 Q At the end of the deposition, after it's
23 done the court reporter will make a transcription of

24 It, and you'll have an opportunity to take a look at it

ol kow Technol ogi es, I nc. Page 11
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1 and make corrections. |If you do nmake corrections, if
2 this gets presented at trial or you appear at trial,
3 "1l be able to coment on the fact that you nade

4 corrections. So try to give your best answers if you
5 can today, okay?

6 A Ckay.

7 Q Are there any nedi cal reasons for your
8 not being able to give your best testinony today?

9 A No.

10 Q kay. Are you under any nedications
11 that would interfere with your nenory or being able to
12 gi ve your best answers?

13 A No.

14 Q Have you had any contact w th Forest

15 attorneys about today's deposition?

16 A Yes.

17 Q What contact did you have?

18 A I met with them yesterday.

19 Q For how | ong?

20 A. A coupl e of hours.

21 Q You understand that you're here today in

22 connection with lawsuits involving the drugs Cel exa and
23 Lexapro?

24 A | understood Cel exa, | guess Lexapro

ol kow Technol ogi es, I nc. Page 12
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And Celexa is the brand nanme of

al so.
Q kay.
ci tal opranf
A Yes.
Q And

esci t al opranf?

A Yes.

Q And
SSRI s?

A Yes.

Q Are

allegations in the
litigation?

MR.

say to the

yest er day,

privileged,

Lexapro is the brand nane for

do you understand that they're both

you famliar with any of the

conplaint that's the subject of this

ROBERTS: | just want to object and
extent that we had any conversations
you're not to discuss that, that's

but anything -- any independent

recol | ection that you have of the all egations,

you can answer.

THE W TNESS: Then the answer woul d be

no.
BY MR BAUM
Q You
A No.

didn't read the conplaint?

ol kow Technol ogi es,

I nc.
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1 Q And so your only understandi ng what the
2 allegations are based on information that your |awers

3 discussed with you yesterday?

4 A Yes.

5 Q Did you have any contact with Forest
6 | awyers before yesterday?

7 A Ten years ago.

8 Q But since then you' ve not had any

9 meetings wth thenf

10 A No.

11 Q No tel ephone calls?

12 A No. Well, they called regarding this
13 case.

14 Q To set up the --

15 A Yes.

16 Q The place and date, okay.

17 Are you aware that there have been | ega

18 actions concerning Forest's off-|abel marketing of

19 Cel exa to children and adol escents?

20 MR. ROBERTS. (bjection. You can

21 answer, to the extent you have any i ndependent
22 know edge.

23 THE WTNESS: Could you repeat the

24 guesti on.

ol kow Technol ogi es, I nc. Page 14
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BY MR BAUM
Q Yeah, are you aware that there have been
| egal actions against Forest for off-1abel marketing of
Cel exa to children and adol escents?
MR. ROBERTS. bjection.
THE WTNESS: That's what | thought the
DQJ thing included.
BY MR BAUM
Q | think you're right about that.

And according to your 2007 deposition,
you testified that you were interviewed by the
Departnent of Justice | awers regarding the off-1|abel
pronotion of Celexa in the pediatric population, right?

A | think we're agreed on that, yeah.
Q Do you recall if the attorneys were Jim

Arnold and Greg Shapiro?

A For the Departnent of Justice?

Q Yes.

A No.

Q You don't recall their nanes?

A No.

Q And are you aware that Forest pled

guilty to msbranding in that case?

A No.

ol kow Technol ogi es, I nc. Page 15
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Q Have you fol |l owed any of the outcones of

that litigation, seen it in the press, anything |like

t hat ?

A Yes.

Q What was your understandi ng of what
happened?

A | don't renenber. Forest paid a fine is

ny recollection.

Q Do you know what the fine was for?

A | don't renenber what the fine was for.
It didn't seemto ne that it had anything to do with
the marketing of even citalopram as | recollect, but I
don't really renenber.

Q Ckay. Well, I'"'mgoing to show you sone
docunents, and that mght, you know, refresh your
recol | ection.

Now, are you aware that Forest enpl oyees
such as WIIliam Heydorn and Janes Jin have been deposed
in this present case?

A No.

Q Have you had any contact with any Forest
enpl oyees over the last ten years?

A Yes.

Q Who have you had contact with?

ol kow Technol ogi es, I nc. Page 16
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1 A | spoke to Anjana Bose not that | ong

2  ago.

3 Q When was t hat ?

4 A Several years ago, actually.

5 Q Have you spoken to any Forest enpl oyees
6 about this particular deposition?

7 A No.

8 Q Are you aware that Karen Wagner has been
9 named as a co-conspirator in this case?

10 A No.

11 Q Have you had any comuni cations with any
12 of the vendors for Forest, that were working with

13 Forest at the tinme you were there?

14 A No.

15 Q Nat asha Mt chner?

16 A No.

17 Q Mary Prescott?

18 A No.

19 Q Christina Goetjen?
20 A No.
21 Q Do you recall those people?
22 A | recall Mary Prescott.
23 Q Did you review any docunents in
24 preparation for your deposition today?

ol kow Technol ogi es, I nc.
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1 A | | ooked at sone docunents, yeah.

2 Q And what docunents did you | ook at?

3 MR. ROBERTS: bjection. To the extent
4 that you can answer any docunents that

5 reflects -- reflected your --

6 MR. BAUM Refreshed.

7 MR. ROBERTS. -- refreshed your

8 recol l ection that we sort of tal ked about

9 yesterday, so to the extent that you renenber
10 any docunments that specifically refreshed your
11 recol | ection, you can answer.

12 So if there's any docunents that we

13 showed you that refreshed your recollection,
14 you can answer.

15 THE WTNESS: Wat was the question

16 agai n?

17 BY MR BAUM
18 Q Did you review any docunments in

19 preparation for your deposition?

20 A Yes.

21 Q And what docunents did you review?
22 MR. ROBERTS: To the extent they

23 refreshed your recollection, you can answer.
24 THE W TNESS: That refreshed ny

ol kow Technol ogi es, I nc. Page 18
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recol l ection or that | had seen before or?
MR. ROBERTS. Refreshed your
recol | ection.
THE WTNESS: Wat does that nean?
MR. ROBERTS. That you saw.
THE WTNESS: Wen | saw them |
remenbered themor when | --
BY MR BAUM
Q Saw t hem t hey rem nded you of things
related to this action --
MR ROBERTS: Yes.
BY MR BAUM
Q -- and related to things that you
experi enced back when you were working for Forest?
A Well, they included the citalopramchild
and adol escent depression protocol and the rel ated
study report and a variety of comrunications related to
t he drug packaging error.
These were e-mails or nenos?
E-mai |l s, fax, nenos, yeah.
Sone of them had your nane on then?
Yes.

Sone fromDr. Tiseo?

> O >» O > O

Ti seo, yes.
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Q Tracey Varner?
A Tracey? | don't know.
Q Now, we have a transcript of your 2007

deposition. Have you reviewed that recently?

A No.

Q Did you ever look at it?

A | don't think so.

Q Based on your recollection of what

happened, to the limted extent you do recall, do you
have any feeling that you need to change any of the
answers you gave in the 2007 deposition?
A | told the truth then
MR. BAUM Okay. Let's mark as Exhibit
1 the notice for the deposition.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 1.)
BY MR BAUM
Q And |'mjust going to just showthis to
you. So this is the notice that you' re appearing
under .
Do you recall receiving a subpoena?
A Yes.
Q And so you're under subpoena to appear

for a deposition, and you' ve appeared and | appreciate

ol kow Technol ogi es, I nc. Page 20
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1 t hat .
2 How di d you conme to be involved in the

3 Celexa pediatric trials?

4 A I was working --
5 MR. ROBERTS. bjection.
6 You may answer.

7 BY MR BAUM

8 Q You're going to have to get used to

9 that. He's going to say that a lot, and unless he says
10 don't answer that question, just pretend he didn't say

11 anyt hi ng.

12 A Al right.

13 Q You want ne to start again?

14 A How did | get invol ved?

15 Q Yes.

16 A I was working at Forest Laboratories,

17 and the project was under mnmy purview.

18 Q This is around 1999 or so?

19 MR. ROBERTS:. (bjection.

20 THE WTNESS: | don't recall. Based on
21 t he docunents | saw yesterday, | know it was
22 probably around 1999.

23 BY MR BAUM

24 Q And one of the Celexa pediatric trials

ol kow Technol ogi es, I nc. Page 21
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was Cl T- VMD- 187

BY MR BAUM

Q

medi cal depart

MR. ROBERTS:. (bjection.

THE W TNESS: Yes.

And you had sone responsibilities in the
ment for Forest?
MR. ROBERTS:. (bjection.

THE WTNESS: It was the -- yeah, |

don't know if it's called nmedical or clinica
research. |t was the nedical area.

BY MR BAUM
Q Did you participate in the process of

gai ni ng regul atory approval of Cel exa?

A

Q

you were a ned

A

point | was se

Yes.

In your 2007 deposition you said that
i cal director of CNS research.

Does that ring a bell?

Medi cal director? Yeah. Well, at one

nior director. At one point | was the

executive director. | don't knowif | was ever nedica

director, but
Q
the CNS depart

A

it mght have been ny title.
Ckay. You were director of sonething in
ment ?

Yes. Well, no, it wasn't the CNS

ol kow Technol ogi es,
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departnent. It was the clinical research departnent.

Q kay. Were you involved in the
application of the FDA to gain an indication for the
pedi atric use of Celexa in major depression?

A. I was surprised -- | believe so. There
was definitely a filing.

Q What were you surprised about?

A Vell, | was --

M5. KIEHN: Hold on, just to the extent
that you're about to reveal conmunications
you've had with us, you shouldn't testify about
t hose.

MR. ROBERTS: Any conversation we had

yest erday, anything about that, you can't talk

about .
BY MR BAUM
Q But to your own recollection?
A Can you repeat the question.
Q Yes. Were you involved in the

application to the FDA to gain an indication for the
pedi atric use of Celexa in major depression?

A. Yeah, | believe | was.

Q And what were you surprised about?

M5. KIEHN:. (Objection. He's not going

ol kow Technol ogi es, I nc. Page 23
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1 to answer that question.

2 MR BAUM You're directing himto not
3 answer that question?

4 M5. KIEHN: It would require revealing
5 privileged informtion.

6 MR. BAUM How do you know t hat ?

7 M5. KIEHN: Because | know what he's
8 going to say.

9 BY MR BAUM

10 Q Al'l right. Do you have any independent
11 recol | ecti on of why you were surprised about sonething?
12 A No.

13 Q So your only basis of surprise was

14  sonething that your attorneys told you?

15 A Yes.

16 Q Was it sonething that the attorneys were
17 surprised about or sonething that you, yourself were

18  surprised about?

19 MR. ROBERTS:. (bjection.

20 THE WTNESS: | was surprised.

21 BY MR BAUM

22 Q kay. Well, we'll circle back around to
23 that later at sonme point, maybe sonething that | show

24 you w Il refresh your recollection.
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Were you al so involved in the
application to the FDA to obtain the pediatric -- to
extend the pediatric exclusivity -- let ne say it
again -- to obtain a pediatric exclusivity extension
for Celexa in the US?

MR. ROBERTS:. bjection.

THE WTNESS: Isn't that the same thing?
BY MR BAUM

Q One is to get an indication to market
the drug for prescription to children, the other is to
extend the patent in general.

A. In my mnd, the two are interm xed.

Q kay. But you recall working on
sonething to get the patent extended for Cel exa?

A Yes.

Q kay. And that had sonething to do with
a couple pediatric trials?

MR. ROBERTS. bjection.

THE W TNESS:  Yes.

BY MR BAUM

Q And those two trials were MD- 18 and
94404, Lundbeck 944047

MR. ROBERTS. (bjection.

THE W TNESS: No. Forest didn't

ol kow Technol ogi es, I nc. Page 25




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

undert ake 94404.

BY MR BAUM
Q Lundbeck did, correct?
A Yeah.
Q But the Lundbeck 94404 trial was

submtted as part of the package to get the exclusivity
ext ensi on?
MR. ROBERTS. (bjection.
THE WTNESS: |I'ma little confused
about the distinction in ny recollection about
a distinction -- in ny recollection about a
di stinction between the exclusivity filing, the
patent extension filing and the application for
t he indication.

So what was your question again?

BY MR BAUM
Q | guess what | was trying to get across
is -- find out is that you were involved with the

process of having those applications submtted to the

FDA and that 94404 and Cel exa MD-18 were part of that

process?
MR. ROBERTS: Qbjection.
THE W TNESS: Yeah, | don't know that
94404 was the part -- ny recollection is that
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1 the exclusivity entail ed the conpany conducti ng
2 a study. 94404 had al ready been run, so |

3 basically -- as ny recollection was -- is that
4 18 was conducted for the purpose of

5 exclusivity, but I don't -- so | don't know

6 what part of the package 94404 was.

7 BY MR BAUM

8 Q Do you recall working on the study

9 report generated for 944047

10 MR. ROBERTS:. (bjection.

11 THE W TNESS: No.

12 BY MR BAUM

13 Q kay. Now, when you worked at Forest,
14 how di d you convey witten comruni cations to and from

15 Forest personnel and non- Forest contractors?

16 MR. ROBERTS: (bjection.
17 THE W TNESS: How did | communicate with
18 non- Forest contractors?

19 BY MR BAUM
20 Q How di d you comrunicate in witing with

21 Forest enpl oyees and non- Forest enpl oyees that were

22 |i ke contractors to Forest?
23 MR. ROBERTS. (bjection.
24 THE W TNESS: So Forest enpl oyees, how
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1 did | comunicate in witing to Forest
2 enpl oyees?

3 BY MR BAUM

4 Q Ri ght .

5 MR. ROBERTS. bjection.

6 THE WTNESS: Well, | nean, there were
7 e-mails. Usually like | didn't wite ny own

8 e-mails. | would draft an e-mail and give it
9 to nmy secretary.

10 BY MR BAUM

11 Q And then she'd send it?
12 MR. ROBERTS: (bjection.
13 THE W TNESS:  Yeah.

14 BY MR BAUM

15 Q What was your secretary's nane?

16 A Clara lorio.

17 Q How do you spell lorio?

18 A As it sounds, |-0-r-i-0, l-0-r-i-o.

19 Q And woul d the e-mails go out under your

20 name or under her nane?

21 A Under ny nane.

22 Q One of the things that we noticed -- we
23 asked for all of the e-mails that you sent or received.

24 There weren't very nmany.
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I was wondering if you could explain why

there aren't very many.

MR. ROBERTS. (bjection.

THE WTNESS: | don't know that there
weren't very many. It seened |ike there were
many to ne, but | suppose that ny practice of
not witing themnyself mght have limted the
vol une.

BY MR BAUM
Q You woul d do sonething in handwiting,
deliver it to your secretary, and she would transcri be
It into an e-mail?
MR. ROBERTS: (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q Wul d you also do things witten on a
hard copy of a docunent and have the hard copy
circul at ed?

MR. ROBERTS:. (bjection.

THE WTNESS: Circul ated, probably not,
but I mean, if there were a draft of a
docunent, | would put notes on it in
handwiting and give it back to the author.

BY MR BAUM
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Q Wul d you hand deliver it to the author?
A No.

Q How woul d you get it to the author?

A Put it in my outbox, | guess.

Q So that's kind of what | was asking is

how did it get fromlike your desk when you were --
see, I'mwiting on this, just like you probably wote

on docunents, right?

A | al ways use pencil.
Q Yeah, | use pencil a lot too. See,
right there.

So you would handwite in pencil on a
docunent and then either give it to your secretary or
put it in an outbox for it to be delivered to the
person you wanted it to go to?

MR. ROBERTS: (bjection.

BY MR BAUM
Q Is that right?
A Yes, that was not uncommon.
Q kay. And then you received e-nails and

read those, correct?
MR. ROBERTS: Qbjection.
THE W TNESS: O ten.

BY MR BAUM
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Q Did you ever just respond back by
e-mail?
MR. ROBERTS. (bjection.
THE WTNESS: Rarely.
BY MR BAUM
Q Wiy was that?
A Stylistic choice. | thought it was nore

efficient to have ny secretary as a buffer.

Q And C ara was a good buffer?

A | would often correct what she had
generated, so it wasn't 100% accurate.

Q Was she your secretary the entire tine

you wor ked t here?

A No.

Q Did you have anot her secretary?

A Did | have another secretary?

Q Yeah.

A Yes.

Q Who was that?

A. Joan Si ngh.

Q How do you spell that?

A J-0-a-n S-i-n-g-h.

Q What tine period did Joan Singh work for

you?
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A The latter part of ny years.

Q And was it the sane drill, you would
handwite things and hand themto her, and she'd
transcribe theminto e-mails?

MR. ROBERTS. bjection.
THE W TNESS: Yeah.
BY MR BAUM

Q And then she would send the e-nmails out

under your nane, but not her nane; is that correct?
MR. ROBERTS:. (bjection.
THE W TNESS. Ri ght.

BY MR BAUM

Q If | wanted to find -- would it be
possi bl e that sonme of the e-mails that were sent out
for you m ght have actually gone out under their nanmes?

MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM

Q Do you recall comrunicating wth vendors
or contractors |like medical comruni cati on conpani es
t hat worked with Forest?

MR. ROBERTS: Qbjection.
THE WTNESS: That would usually be in

meet i ngs.
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1 BY MR BAUM

2 Q In in-person neetings?
3 A Yeah.
4 Q Did you ever have e-mail contact with

5 people like Mary Prescott or PharnaNet ?

6 MR. ROBERTS: (bjection.

7 THE WTNESS: PharmaNet |'m not sure |
8 recall, but |I'msure at sone point there

9 were -- there was an e-mail conmuni cation that
10 | would have received -- well, an e-mail?

11 Yeah, | m ght have gotten e-mails from Mary
12 Prescott. | nean --

13 BY MR BAUM

14 Q Nat asha Mt chner?

15 A | renmenber the name, but | don't recall
16  communicating with Natasha M tchner.

17 Q How woul d you get witings to and from
18 people like Mary Prescott or Natasha M tchner or

19 Christina CGoetjen?

20 MR. ROBERTS:. (bjection.

21 THE WTNESS: Witings about what?

22 BY MR BAUM

23 Q Any of the marketing issues that --

24  writings, |ike posters, CMEs, drafts of the manuscri pt
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for CIT-MD> 18?
MR. ROBERTS:. (bjection.
THE W TNESS: Yeah, well, | -- | nean,
If there was a draft of sone manuscript, |
mght -- but, | nean, | wouldn't usually
communi cate with -- | don't recal
comruni cating that nuch directly with Mary
Prescott. A manuscript or -- would probably be

in the medical witing departnent.

BY MR BAUM
Q Wul d you comruni cate through sonebody
w th then?
MR. ROBERTS. (bjection.
THE WTNESS: | don't know. \hat |
recall is, you know, being in various neetings

with Mary Prescott, but not really a | ot of

written communi cation. | nean, | inagine there
was sone.

BY MR BAUM
Q So that woul d have been through e-mails

or the U S. Miil or Fed Ex?
MR. ROBERTS: (njection, requires
specul ati on.

THE W TNESS: |"msure | received sone
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itens by mail from Mary Prescott.

BY MR BAUM

Q

Do you recall when you actually stopped

wor ki ng at Forest?

A

Q

part?

> o >

Q

| think it was 2002.

Whi ch part of 2002, like the latter

| would say the latter part.
Novenber, Decenber?
| woul d be guessing.

Do you have a general recollection of

| i ke approxi mately when?

A

Q
August ?

A

Q
you wor ked on?

A

Q

No.

So it would not have been as early as

It could have been.

Do you recall what the |ast project was

The nmemanti ne NDA was goi ng in.

Do you recall what the | ast project on

Cel exa or Lexapro was that you worked on?

A

Q
A

No.
Way did you | eave?

Partly because they were noving.
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to spend sone t
Q
sonepl ace el se?

A

> O > O > O

Q
Forest and the

wor k?

> O > O >

Q
-- are there |i
projects you di

A

VWhat el se?
| was going to have a kid, and | wanted
ime with her.

When you left Forest, did you go work

No.

You have not worked since then?

I've worked as a consul tant.

Who did you work as a consultant for?
Most recently Actelion.

What sort of consulting work did you do?
That was a licensing candi date revi ew.
When you -- so since the tine you |eft

present day, you've just done consulting

Yes.

For how many conpani es do you think?
Maybe five.

Wi ch conpani es are those?

Pfizer, Al kernes.

When you say you did consulting, is that
ke -- can you descri be what type of

d?

It was nostly nedical witing type work.
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Q On pharnmaceuti cal s?
A Yes.
Q When you |l eft Forest, did you sign any

Confidentiality Agreenent that prevents you from
di scussing in this deposition the work that you did
whil e at Forest?

A | don't renenber.

Q Are you subject to any agreenent or
requi renent not to say anything negative about Forest
or your work at Forest?

A No.

Q If you were to say anything di sparagi ng
or negative about Forest today in this deposition,
woul d you be subject to any penalty from Forest?

A No.

Q Do you have any all egiance to Forest
that would prevent you fromtelling the truth today?

MR. ROBERTS. bjection.
THE W TNESS: No.
BY MR. BAUM

Q So you nentioned that -- well, when did
you first becone aware that the Departnent of Justice
was conducting an investigation of Forest in connection

with off-label marketing of Cel exa or Lexapro?
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MR. ROBERTS:. (bjection.
THE WTNESS: | don't renenber.
BY MR BAUM
Q Do you renenber approximtely? Ws it a
year or two after you left Forest?
MR. ROBERTS:. bjection.

THE WTNESS: No, | don't renember. It

m ght have been before |I |eft Forest.
BY MR BAUM
Q Ch, you m ght have been contacted by the

DQJ before you |left Forest?

MR. ROBERTS: (bjection.

THE WTNESS: | don't know. | don't
remenber. Well, |I'mnot tal king about when |
was contacted, when | becane aware that there
was a case.

BY MR BAUM
Q There's a distinction. Al right.

So let's -- how did you becone aware of
an investigation by the DQJ of Forest regardi ng Cel exa
or Lexapro?

MR. ROBERTS: Qbjection.

THE WTNESS: | think | was aware that

sone i ndividual s had been subpoenaed.
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1 BY MR BAUM

2 Q

5 BY MR BAUM

6 Q
7 A
8 Q
9

10

11 BY MR BAUM

And that was before you got subpoenaed?
MR. ROBERTS: (bjection.

THE W TNESS: Yes.

Who got subpoenaed before you?

| thought that some of the executives.
Whi ch executives?

MR. ROBERTS: (bjection.

THE W TNESS: "' mnot sure.

12 Q | van Gergel ?

13 A Possi bl y Howard Sol onon.

14 Q Howard Sol onon. | was going to go there
15  next.

16 Lawr ence A anoff?

17 A Possi bl y.

18 Q Anybody el se?

19 A No.

20 Q Julie Kil bane?

21 A | wasn't aware any subpoena that she

22 got. | wasn't aware that she testified.

23 Q Ay Rubi n?

24 A No.
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1 Q So you becane aware that other people
2 got subpoenaed. Do you know what they were subpoenaed

3 about ?

4 MR. ROBERTS: (bjection.
5 THE WTNESS: | was aware that there was
6 a Departnent of Justice investigation.

7  BY MR BAUM
8 Q And did you have any discussions wth

9 any of the people who were subpoenaed about that

10 i nvestigation?
11 MR. ROBERTS. (bjection.
12 THE W TNESS: No.

13 BY MR BAUM

14 Q You didn't talk to Lawence A anoff or
15 | van Gergel or Howard Sol onon about the investigation?
16 MR. ROBERTS: (bjection.

17 THE W TNESS: No.

18 BY MR BAUM

19 Q You weren't worried about it?
20 MR. ROBERTS:. (bjection.
21 THE WTNESS: No.

22 BY MR BAUM
23 Q And is it your recollection that those

24 subpoenas occurred while you still worked for Forest?
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A ' mnot sure.
Q When you were interviewed by the
Departnment of Justice |awers, were you still working

at Forest?

A. I don't think so.
Q Are you aware that Forest pled guilty
and agreed to pay $313 mllion as a result of the

I nvestigation of Forest?
MR. ROBERTS: (bjection.
THE W TNESS: No.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 2.)
BY MR BAUM
Q ' mgoing to hand you what we're marking
as Exhibit 2, which is the plea agreenent between
Forest and --
MR BAUM Oh, that's his.

M5. KIEHN:  Sorry.

BY MR BAUM
Q Have you seen that before?
A No.
Q This is a plea agreenent dated

Sept enber 15, 2010. It's fromthe Departnent of

Justice to Mary Jo Wi te, Christopher Tahbaz, Andrew
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Ceresney, Kristin Kiehn at Debevoi se Plinpton.

Debevoi se.

Q
today, right?

BY MR BAUM

Q

Do you see that?
kay. Yes, | see that.
Do you recogni ze those nanes?

| recognize Kristin's nanme. | recognize

Those are the people representing you

MR. ROBERTS: (bjection.

THE WTNESS: Well, Debevoise is, yes.

Do you recall working with Andrew

Cer esney back then?

> O »F

Q

No.
You didn't have any contact w th hinf
M ght have.

Were Forest attorneys present when you

were interviewed by the Departnent of Justice?

A

Q
A

| think so.

Who was t here?

| don't think it was Debevoise. | think

It was another firm

Q

So none of these people, Mary Jo Wite

or Andrew Ceresney or Christopher Tahbaz or Kristin
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1 were there?

2 MR. ROBERTS:. (bjection.
3 THE WTNESS: They m ght have been, but
4 | don't recall.

5 BY MR BAUM

6 Q Were you represented by sonebody at
7 that -- at that neeting?

8 A Yes.

9 Q Who represented you?

10 A Adifferent firm | believe.

11 Q Was it a firmhired by Forest?

12 A I think so.

13 Q It wasn't soneone you paid?

14 A No.

15 Q Did you sign any agreenents with the

16  Departnent of Justice in exchange for your testinony?

17 A | don't renenber.

18 Q Did you have any agreenents for
19 I mmunity?

20 MR. ROBERTS:. (bjection.

21 THE W TNESS: No.

22 BY MR BAUM
23 Q Do you recall having a queen for a day

24 I mruni ty?
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A No.
Q You don't recall that phrase?
MR. ROBERTS. (bjection.
THE WTNESS: | do recall the phrase.
BY MR BAUM
Q You nmentioned it in your |ast
deposi tion.

MR. ROBERTS: (bjection.

BY MR BAUM
Q It doesn't ring a bell?
A No.
Q Ckay. So are you aware that Forest pled
guilty to charges of illegal off-Ilabel pronotion?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Let's go to Page 8 of this docunent, and

If you go to the | ast paragraph there on that page.
|"mjust going to read that into the record. "Forest
expressly and unequi vocally further admits that it
committed the offenses charged in the Information and
Is in fact guilty of those offenses. Forest agrees
that it wll not nake any statenents inconsistent with

its explicit adm ssion of guilt to these offenses.™
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Do you see that?

A. Yes, | do.

Q Then if you go further up the page under
t he heading "8. Cooperation,” the first sentence there
says, "Forest shall cooperate conpletely and truthfully
in any trial or other proceeding arising out of any
ongoing civil, crimnal or admnistrative investigation
of its current and forner officers, agents, enployees,
and custoners in connection with the matters descri bed
in the Information."”

Do you see that?

A Yeah.
Q Have you been shown this before?
A No.
Q Do you think it applies to you?
MR. ROBERTS: (bjection.
THE W TNESS: What applies to ne?
BY MR BAUM
Q The obligation to be truthful in any

proceedi ng i n connection wth.
MR. ROBERTS: (bjection.
THE WTNESS: Are you referring to this
proceedi ng?

BY MR BAUM
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1 Q Yes.
2 A | was sworn in.
3 Q kay. You think it applies to Forest,

4 for sure, right?

5 MR. ROBERTS. bjection.

6 THE W TNESS: Forest shall cooperate

7 conpletely and truthfully in any trial or other
8 proceedi ng arising out of any -- sorry. \Wat

9 are you asking ne?

10 BY MR BAUM

11 Q Do you think this applies to Forest?

12 MR. ROBERTS: (bjection.

13 THE WTNESS: This certainly applies to
14 Forest. This whol e docunent apparently applies
15 to Forest.

16 MR. BAUM Let's nove on to Exhibit 3.
17 You can set that down.

18 (Docunent marked for identification as
19 Fl i cker Deposition Exhibit No. 3.)

20 BY MR BAUM

21 Q This is the Information which was

22 referenced in what we just |ooked at, which is sort of
23 a summary of the allegations that the governnent had

24 agai nst Forest.
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MR. ROBERTS:. (bjection.

BY MR BAUM
Q And have you seen that before?
A | don't know.
Q You didn't see it yesterday?
MR. ROBERTS: nbjection, to the extent
you have -- to the extent that it refreshes

your recollection, you may answer.
THE WTNESS: To the extent what
refreshes ny recoll ection?
M5. KIEHN: Go ahead and answer.
MR. ROBERTS: Just answer the question.
M5. KIEHN:. Do you remenber seeing it?
THE WTNESS: Did | see this yesterday?

| don't think so, no.

BY MR BAUM

Q So I'"'mgoing to turn to Pages 21 and 22,
and at Paragraph 59 it says -- you found it there?

A Yeah.

Q Fromthe outset, Forest Pharmaceuticals

was well aware that the FDA had not approved Cel exa for
treatnment of any conditions other than adult
depression. Moreover, in or about April 2002, Forest

Labs, in an attenpt to obtain, inter alia, a pediatric
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i ndi cation for Celexa, submtted data to the FDA from
two doubl e- bl i nded, placebo-controlled studies
i nvol ving the use of Celexa in children. One of these
studies (hereafter referred to as the "Forest study"),
whi ch has been sponsored -- which had been sponsored by
Forest Labs, had been conducted in the United States.
The Forest study had positive results, that is, the
study indicated that Cel exa was nore effective than
pl acebo in treating pediatric patients suffering from
depression. The other study (hereinafter referred to
as the "European study"), had been conducted in Europe
and sponsored by the Dani sh conpany that devel oped and
owned the rights to Cel exa. The European study had
negative results, that is, the study did not show
Cel exa to be any nore effective than placebo in
treating pediatric depression. On or about
Sept enber 23rd, 2002, the FDA deni ed Forest Labs'
request for a pediatric indication for Cel exa, stating
In part that the European study "is a clearly negative
study that provides no support for the efficacy of
citalopramin pediatric patients with [nmaj or depressive
di sorder]."

Did | read that correctly?

A. That's what | see here.
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1 Q Ckay. So the Forest study that's
2 referenced there involving the use of Celexa in
3 children referred to in this Informati on was the
4 CIT-MD- 18, right?

5 MR. ROBERTS. bjection.

6 THE WTNESS: | would assune so.

7 BY MR BAUM

8 Q Did you convey to any governnent |awers

9 or investigators that CIT-MD> 18 was a positive trial?

10 A | don't know.

11 Q You don't recall talking to them about
12 It?

13 A Yeah, that was definitely a subject of

14 di scussi on.

15 Q What was di scussed?
16 A | don't know.
17 Q Well, you just said it was a subject of

18 di scussi on?

19 A Yeah.
20 Q So what was tal ked about ?
21 A | don't know. There were questions

22 about the study.
23 Q What ki nd of questions?

24 A | don't really renmenber the drift.
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Q Was there a drift that one of the trials
was positive and one of the trials was negative?
MR. ROBERTS. (bjection.
THE WTNESS: | don't recall that being

particularly the subject of discussion.

BY MR BAUM
Q What was the subject of discussion?
A I"'mnot sure. |1'd have to | ook at the

transcript and maybe | woul d renenber.
Q Do you recall a discussion that there
were publications regarding -- regarding Cel exa's use

in children without disclosing Lundbeck's 94404 havi ng

failed?
MR. ROBERTS: (bjection.
THE WTNESS: | don't recall that being
the subject of a discussion with -- with the
Departnent of Justice?
BY MR BAUM

Q Yes.

A. | don't recall that being part of the
di scussion. It may well have been.

Q Ckay. So let's go to Page 23, Paragraph
61.

MR. ROBERTS. Flip the page.
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1 BY MR BAUM
2 Q Wl l, before we do that, this Paragraph
3 59 that we just read, do you recall any of that

4 occurring during the tine frame that you were there?

5 MR. ROBERTS. bjection.
6 THE WTNESS: Do | recall what
7 occurring?

8 BY MR BAUM

9 Q That Forest Labs around April 2002

10 attenpted to obtain a pediatric indication for Cel exa
11 for use in children?

12 A. |"msurprised at that date, but that
13 seens quite possible.

14 Q And you recall that the European study,

15 the Lundbeck study had a negative result?

16 A St udy 944047

17 Q Yes.

18 A | wouldn't call it negative.

19 Q What woul d you call it?

20 A. Il would call it a failed study.

21 Q Do you recall that 94404 was a failed
22 st udy?

23 A Yes.

24 Q So now let's go on to Paragraph 61 on
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Page 23, "Beginning in 1998 and continuing thereafter
t hrough at | east Septenber 2002, Forest Pharmaceutical s
pronoted Celexa for use in treating children and
adol escents suffering from depression, even though
Cel exa was not FDA-approved for pediatric use. Forest
Phar maceuticals' off-label pronotion consisted of
various sal es techniques including: (1) directing
Forest Pharmaceuticals sales representatives who
pronoted Cel exa to make sales calls to physicians who
treated children and adol escents; (2) pronoting Cel exa
by various Forest Pharmaceuticals sales representatives
for use in children and adol escents; (3) hiring outside
speakers to talk to pediatricians, child psychiatrists,
and ot her nedical practitioners who specialized in
treating children and adol escents about the benefits of
prescribing Celexa to that patient popul ation; and (4)
publicizing and circulating the positive results of the
doubl e-bli nd, placebo-controlled Forest study on the
use of Celexa in adolescents while, at the sane tine,
failing to discuss the negative results of the second
doubl e-bli nd, placebo-controlled European study on the
use of Celexa in adol escents.”

Did | read that correctly?

A. Yes.
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Q Referring to Nunber 1, that subparagraph

Nunmber 1, directing pharmaceuticals, do you see that?

A The one in parent heses.
Q Yes. Were you aware that Forest
directed its sales reps -- representatives who pronoted

Cel exa to nmake sales calls to physicians who treated
chil dren and adol escent s?

MR. ROBERTS. (bjection.

THE W TNESS: No.
BY MR BAUM

Q Referring to 2, were you aware that

Forest -- while you worked there, were you aware that
Forest sales reps pronoted Celexa for use in children
and adol escents?

MR. ROBERTS. bjection.

THE W TNESS: No.

BY MR BAUM
Q Did you ever becone aware of it?
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q As far as you know, that never happened?

MR. ROBERTS. (bjection.

THE WTNESS: Pronoting Cel exa for use
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in children and adol escents, | have a
recol | ection of sone sales reps getting in
trouble in Florida for attending sone event,
but that m ght have been in the course of these
pr oceedi ngs.

BY MR BAUM
Q What did they do that caused themto be

in troubl e?

A | thought they gave out T-shirts or
somet hi ng.
Q And you're not aware that Forest sales

representatives went to pediatric physicians to suggest
prescribing Celexa to children?

MR. ROBERTS: (bjection.

THE WTNESS: | wouldn't be surprised if

some of the physicians they went to were

pediatric -- had pediatric patients.
BY MR BAUM
Q Did you understand that sal es reps going

to pediatric physicians or physicians and recomendi ng
the use of Celexa for children was an off-1|abel use?
MR. ROBERTS: Qbjection.
THE WTNESS: Coul d you repeat that

gquesti on.
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BY MR BAUM

Q Was it your understanding that sales
reps going to physicians and recommendi ng the use of
Cel exa in children woul d have been an of f-I abel
pronotion?

MR. ROBERTS:. bjection.

THE WTNESS: | do understand that if
the drug was not approved for the indication
and a sales representative went to a pediatric
clinician and recommended its use, then that

woul d be an off-1|abel pronotion.

BY MR BAUM
Q And you were aware that was ill egal ?
MR. ROBERTS: (bjection. Not a |lawer.
THE WTNESS: | amaware that to do such
athing is illegal.
BY MR BAUM
Q Were you aware at the tine?
A | don't think I was particularly

t hi nki ng about that issue at the tine.

Q kay. Did it ever cone to your
attention through the marketing departnent, |ike
t hrough John MacPhee or through Nefertiti G eene or

your work with Mary Prescott that there was a plan to
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1 have sone form of pronotion done of the MD- 18 results
2 to physicians?

3 MR. ROBERTS: (bjection.

4 THE WTNESS: A pronotion?

5 BY MR BAUM

6 Q Yes.
7 A No.
8 Q Conveying the results of MD-18 to

9 physi ci ans?

10 MR. ROBERTS:. (bjection.
11 THE WTNESS: Well, we were seeking the
12 I ndi cati on.

13 BY MR BAUM

14 Q And you were nmaki ng posters?

15 MR. ROBERTS. bjection.

16 THE WTNESS: Well, seeking indication
17 IS not the sane as maki ng posters. Wre there
18 any posters; is that what you' re asking?

19 BY MR BAUM

20 Q Yes. Before there was even an

21 i ndi cati on request, were there posters nade?

22 A. | don't know the exact timng, but there
23 definitely -- definitely posters were nade presenting

24 the results of the 18 study.
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Q And that was the purpose of those
posters?
MR. ROBERTS. (bjection.
THE WTNESS: Scientific communication.
BY MR BAUM
Q They were conveyed to physicians?
MR. ROBERTS:. (bjection.
THE W TNESS: Wioever, what ever

scientists or clinicians would be attending the

nmeet i ngs.
BY MR BAUM
Q Li ke t he ACNP?
A Yes.
Q Was the ACNP considered an authoritative

group of physicians and scientists?
MR. ROBERTS: (bjection.

THE WTNESS: Authoritative? | don't

know if you call it authoritative.
BY MR BAUM
Q What woul d you call it?

MR. ROBERTS: (bjection.
THE W TNESS: Prom nent naybe.
BY MR BAUM

Q I nfluential ?

ol kow Technol ogi es, Inc. Page 57




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

MR. ROBERTS:. (bjection.
THE WTNESS: |1'd say promnent. 1'd
say if they're promnent, it's likely that
they're influential.
BY MR BAUM

Q Looki ng at Number 3 on that Paragraph 61
says, were you aware that Forest hired outside speakers
to talk to pediatricians, child psychiatrists and ot her
medi cal practitioners who specialized in treating
children and adol escents about the benefits of
prescribing Celexa to that patient popul ation?

MR. ROBERTS: (bjection.

THE W TNESS:  No.

BY MR BAUM
Q Did you work with any outside speakers
who did do that?

MR. ROBERTS: Qbjection.

BY MR BAUM
Q Li ke Karen Wagner?
A. | worked with Karen Wagner.
Q Were you aware that she was giving tal ks

to physicians and recomendi ng the use of Cel exa?
MR. ROBERTS. (bjection.

THE W TNESS: | believe she was the -- |
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remenber she had a poster.

BY MR BAUM

Q

Do you recall that she actually did like

speeches and presentations to physicians at CMVE type --

conti nuing nedi cal education type sem nars?

BY MR BAUM

Q

t hose?

MR. ROBERTS:. (bjection. No foundation.

THE WTNESS: That sounds possi bl e.

Did you ever help prepare her for any of

MR. ROBERTS. (bjection.

THE W TNESS: | was in communi cation

with her. Dd | prepare speeches for her?

BY MR BAUM

Q

BY MR BAUM

BY MR BAUM

Q

Yeah, |ike PowerPoint presentations --

MR. ROBERTS: (bjection.

-- for her to lecture on at CMVES?
| don't recall.

O dinners?

MR. ROBERTS: (bjection.

THE W TNESS: Yeah, | don't recall.

Do you recall what you were working with
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1 her on?

2 A

3 study, and, well,

4  yesterday.

Vel |,

she was an investigator in the 18

sone of this material | | earned

5 MR. ROBERTS. So you can't tal k about

6 it. |If you have any independent recoll ection
7 of the question, you can talk about it. If

8 it's sonmething you | earned through

9 communi cation with Kristin and |

10 MR. WSNER: Unless, of course, it

11 refreshed your recollection yesterday when you
12 saw it.

13 THE W TNESS: Yeah, | didn't

14 | ndependently recol |l ect.

15 BY MR BAUM

16 Q

kay.

And then on Nunber 4 it says were

17 you aware that Forest publicized and circul ated the

18 positive results of a double-blind, placebo-controlled

19 Forest study on the use of Celexa in adol escents while

20 at the sanme tinme failed to discuss the negative results

21  of the second doubl e-blind, placebo-controlled European

22 study on the use of Celexa in adol escents?

23 MR. ROBERTS. (bjection.
24 THE WTNESS: |'m aware that Forest
ol kow Technol ogi es, I nc. Page 60




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

publ i shed the results of the 18 study.

BY MR BAUM

Q And are you aware that they failed to

convey information regardi ng the European study?
MR. ROBERTS. bjection.

THE W TNESS: Well, Lundbeck

published -- | believe Lundbeck published the

ot her study.

BY MR BAUM

Q But Forest had the results, correct?

MR. ROBERTS. (bjection.

THE W TNESS: They had access to the

results, yes.

BY MR BAUM
Q You had access to the results, right?
MR. ROBERTS: (bjection.
THE W TNESS: 944047
BY MR BAUM
Q Yeah.
A In some form!l would have had access to

the results.

Q Did you have any concerns about the

negative results of study 944047

MR. ROBERTS. (bjection.
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1 THE WTNESS: Well, as | said, it's a
2 fail ed study.

3 BY MR BAUM

4 Q Did you have any concerns about its

5 being a failed study?

6 MR. ROBERTS:. bjection.

7 THE W TNESS: Yes.

8 BY MR BAUM

9 Q What were your concerns?

10 MR. ROBERTS:. (bjection.

11 THE WTNESS: The concern was that it
12 woul dn't provi de adequate support for the --
13 for the indication.

14  BY MR BAUM
15 Q What about adequate support for the

16  exclusivity extension?

17 MR. ROBERTS: Qbjection.

18 THE WTNESS: M recollection of the
19 exclusivity filing is that the subm ssion --
20 that the conduct -- it was the conduct of the
21 study by a conpany, regardl ess of the results,
22 was sufficient for the exclusivity.

23 BY MR BAUM

24 Q You recall it being necessary that the
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1 results were interpretable?
2 MR. ROBERTS:. (bjection.
3 THE W TNESS:  No.

4 BY MR BAUM

5 Q Do you consider a failed study

6 I nt erpretabl e?

7 MR. ROBERTS:. (bjection.

8 THE WTNESS: |1'd say that's a pretty
9 fuzzy semantic questi on.

10 BY MR BAUM

11 Q Well, I was wondering if nmaybe you were
12 concerned or anyone at Forest was concerned about

13  whether the 94404 results were interpretable

14 sufficiently to support the exclusivity subm ssion?

15 MR. ROBERTS. (bjection, calls for

16 specul ati on.

17 THE WTNESS: Yeah, | nean, | can't --
18 it's pretty difficult to put a -- to clearly
19 define what interpretabl e neans.

20 BY MR BAUM

21 Q Was there any concern that because of
22 t he outcone of 94404, Forest would not be able to get
23 the pediatric exclusivity extension for Cel exa?

24 MR. ROBERTS. (bjection.
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THE WTNESS: As | said, | didn't --
based on ny current recollection, | didn't
think that it had nmuch to do with it.

BY MR BAUM
Q Al they had to do was have a tri al
conducted, it didn't matter what the outcone was?

MR. ROBERTS:. (bjection.

THE WTNESS: | think they needed to
conduct the study in the US, but | could be
wr ong.

BY MR BAUM
Q And you don't recall whether 94404 was
part of the application for the exclusivity extension?

MR. ROBERTS: (bjection.

THE WTNESS: | don't specifically
recall. | would assune that all relevant data
were subm tted.

BY MR BAUM
Q And 94404's results woul d have been
rel evant data?

MR. ROBERTS: (bjection.

THE W TNESS: Rel evant, yes.

BY MR BAUM

Q Did anyone at Forest ever instruct you
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to conceal the Lundbeck 94404 study results?
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Did you have any concerns about
t he adverse event outcones in the 94404 study?
MR. ROBERTS:. (bjection.

THE W TNESS: The adverse event

any of

rates

were higher in the 94404 study than the 18

st udy.

BY MR BAUM

Q Do you recall any particul ar adverse

events that were higher?
A No.
Q Suicidality?

MR. ROBERTS: (bjection.

THE WTNESS: | vaguely recollect that,

in general, there was a suicidality issue.

BY MR BAUM

Q Wth respect to 94404 or with pediatric

use of SSRIs in general ?
MR. ROBERTS: Qbjection.
BY VMR. BAUM

Q O bot h?
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1 MR. ROBERTS: (bjection.
2 THE W TNESS: There was an FDA concern
3 about it.

4 BY MR BAUM

5 Q Did you have a concern about it?

6 MR. ROBERTS: (bjection.

7 THE WTNESS: Did | have a concern about
8 what ?

9 BY MR BAUM

10 Q The adverse event of suicidality rel ated
11 to pediatric use of an SSRI |ike Cel exa or Lexapro?

12 MR. ROBERTS: (bjection.

13 THE W TNESS:. Yes.

14 BY MR BAUM

15 Q Do you recall -- well, skip that.

16 Let's go to Page 26, take a | ook at

17 Paragraph 67. Here it says, At various tinmes and in
18 New Engl and, certain Forest Pharmaceutical s Regi ona
19 Directors and Division Managers provided their sales
20 representatives with copies of posters and journal

21 articles on studies of Celexa for use in children and
22 adol escents and directed the sales representatives to
23 read the studies and use themas sales aids in their

24 details to physicians. Various Forest Pharmaceuti cal
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1 Di vi si on Managers al so directed sal es representatives
2 to show off labels -- sorry -- to show off-| abe

3 studies to physicians, but not |eave copies of those
4 studies with the physicians so as to avoid detection
5 that would get the sales representative and Forest

6 Phar maceuticals in trouble.

7 Do you see that?

8 A Yes.

9 Q Do you recall any physicians being --
10 well, do you recall any of this activity occurring?
11 MR. ROBERTS. (bjection.

12 THE W TNESS: No.

13 BY MR BAUM
14 Q Did you ever hear about any of that

15 activity occurring?

16 MR. ROBERTS: (bjection.

17 THE WTNESS: | knew that a physician
18 coul d request a copy of a study or a study
19 report.

20 BY MR BAUM

21 Q Were you aware or did you hear that

22 sales reps were actually trained to deliver pediatric
23 subm ssions like posters and things of that to

24  physicians in order to encourage themto prescribe
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1 Cel exa to children?

2 MR. ROBERTS:
3 THE W TNESS:
4 t hat, but

bj ect i on.

No, | wasn't aware of

It seens possible that those

5 materi als coul d have been made avail abl e.

6 BY MR BAUM

7 Q Wth or without the physician asking for
8 thenf

9 MR. ROBERTS: (bjection.

10 THE WTNESS: | thought the procedure

11 was that a physician needed to request such

12 articles.

13 BY MR BAUM

14 Q

15  inproper, right?

16 MR ROBERTS:
17 specul ati on.

18 THE W TNESS:
19 guesti on.

20 BY MR BAUM
21 Q
22 mat eri al s,
23 correct?

24 VMR, ROBERTS:

And if they didn't,

it would have been
calls for

hj ect i on,

Can you repeat the

If the physician didn't ask for the

giving it to them would have been i nproper,

(bj ect i on.
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THE WTNESS: | think it would be
i nproper to provide nmaterial regarding an
of f-1abel use if not requested for a sales rep.
BY MR BAUM
Q kay. And were you aware that any of
that activity was occurring at Forest while you were
t her e?
MR. ROBERTS. (bjection.
THE W TNESS: No.
BY MR, BAUM
Q So you were not aware that Forest sales
reps used data fromC T-MD-18 in posters for off-1abel
pronotion of Celexa for use in children and
adol escent s?
MR. ROBERTS. (bjection. No foundation.
THE W TNESS: No.
BY MR BAUM
Q Were you aware that any of the posters
you actually participated in creating were used by
sal es reps for physicians?
MR. ROBERTS: (bjection.
THE WTNESS: |'msure they had access
to that materi al

BY MR BAUM
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Q Way are you sure that they had access to
that material ?
A | believe it was given to themor at

| east nmade avail able to them

Q For what purpose?
A Educat i on.
Q In order to get physicians to prescribe

Cel exa for children?
MR. ROBERTS: (bjection.
THE WTNESS: | woul dn't know.
BY MR BAUM
Q Were you aware that Forest ordered
reprints of journal articles and posters to be
presented by sal es reps?
MR. ROBERTS. (bjection. No foundation.
THE WTNESS: No. | believe sales reps
had access to that material .
BY MR BAUM
Q You don't know whether or not they were
gi ven copies of it?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM

Q Do you believe they were?
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MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: | believe it was part of
their training.
BY MR BAUM

Q Look at that subheadi ng B under
Par agraph 67 on Page 26. Do you see that? "Forest
Pharmaceuti cal s' Use of Qutside Speakers to Pronote
Cel exa for Use in Children and Adol escents.”

Do you see that?

A Yes.

Q Did you participate with any outside
speakers to pronote Cel exa for use in children and
adol escent s?

MR. ROBERTS. bjection.

THE W TNESS: No.

BY MR BAUM
Q You didn't do that with Karen Wagner?
MR. ROBERTS:. (bjection.
THE WTNESS: Did | give a tal k?
BY MR BAUM
Q No. Did you assist her to give speeches

to pronote Celexa for use in children and adol escents?

MR. ROBERTS. (bjection.
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1 THE W TNESS: No.

2 BY MR BAUM

3 Q Did you assist her wwth any posters or

4 Power Poi nt presentations for her to give to

5 physi ci ans - -

6 MR. ROBERTS:. bjection.

7 BY MR BAUM

8 Q -- regarding CI T-MD 187

9 A I think I discussed material and results

10 from1l8 wth her.

11 Q For what purpose?

12 A Well, again, this is partly based on
13 material | was given yesterday.

14 MR. ROBERTS: Then don't answer.

15 BY MR BAUM

16 Q Wuld it refresh your recollection of
17 what you actually did do?

18 A Well, | know Karen WAgner did a poster
19 presentation, | recollect that independently, and |

20 probably hel ped her with that.

21 Q And that poster presentation was to
22 whon?
23 A Wl |, you nentioned ACNP, so | guess
24 ACNP
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1 MR. ROBERTS: M chael, when are you

2 t hi nki ng about a break?

3 MR BAUM In alittle bit, but not

4 quite yet.

5 M5. KIEHN: W' ve been going over an
6 hour .

7 MR. ROBERTS. Are you okay, or do you
8 want to take a break?

9 THE WTNESS: |'m good.

10 MR BAUM We're trying to keep the
11 breaks to a mnimum | think, right?

12 M5. KIEHN: Yeah.

13 MR. ROBERTS. | just want to nmake sure
14 he' s okay.

15 BY MR BAUM

16 Q Yeah. By the way, if you ever need to
17 take a break, you know, just to get a drink of water or
18 go to the bathroom please |let us know, and if you're
19 in the mddle of a question, though, | want you to

20 answer the question before you take the break. And

21  just let us know -- we're trying to get a full seven

22 hours of testinony in today, so |I know you have

23 sonething you' re scheduled to go do later, so we're

24  trying to cramin as nmuch as we can with as few breaks
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as possible, but it's not a torture event, nore or

| ess.
M5. KIEHN: WMatter of opinion.
THE WTNESS: It's a matter of opinion.
MR. BAUM Yeah.
M5. KIEHN: Let's take a break in a few
m nut es.
MR. BAUM |'m al nost done with this
section, | just wanted to wap it up.
MR. ROBERTS:. kay.
BY MR BAUM
(Docunment marked for identification as
Fl i cker Deposition Exhibit No. 4.)
BY MR BAUM

Q I''mgoing to hand you what we're narking
as Exhibit 4 which is the United States conpl ai nt
I nterventi on agai nst Forest Labs.

Have you seen that before?

A Not that | recollect.

Q At the bottomof this page it says,
"Over the course of nore than half a decade, Forest
illegally marketed two rel ated anti depressant drugs,
Cel exa and Lexapro, for off-label use in pediatric

patients when both drugs had been approved only for
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adul t use.”
Do you see that?
A Yes.
Q Were you aware of Forest illegally

marketing for off-1abel use of Celexa in the pediatric
popul ati on?

MR. ROBERTS:. (bjection.

THE WTNESS: | was aware of those
T-shirts.
BY MR BAUM
Q And what was on the T-shirts?
A I don't know.
Q Sonething to do with pediatric use of

Cel exa or Lexapro?
MR. ROBERTS. bjection.
THE WTNESS: It was just -- it was a
pedi atric event.
BY MR BAUM
Q And at that event they were suggesting
the use of Celexa or Lexapro for kids?
MR. ROBERTS: (bjection.
THE W TNESS: They were giving out
T-shirts or sonething, and it nust have said

Celexa on it.
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BY MR BAUM
Q kay. Let's take a |ook at Page 17,
Par agraph 60. It says, "Forest paid a nedical witing

firmto ghost-wite an academ c article on the Wagner
study, and Forest arranged to have the article
publ i shed in the June 2004 issue of The Anerican
Journal of Psychiatry, with Dr. Wagner listed as the
| ead author. The article did not nention that the only
ot her doubl e-blind, placebo-controlled trial on
pedi atric use of Celexa had shown no efficacy and had
an incidence of suicide attenpts and suicidal ideation
anong those taking Celexa that was al nost three tines
hi gher than in the group taking the placebo."

Did | read that correctly?

A Yes.

Q This article nentioned here is referring
to the published report of CIT-MD-18 wth Dr. Wagner as
an aut hor?

MR. ROBERTS:. (bjection.

THE WTNESS: |Is that a question?

BY MR BAUM
Q Yes.
A What's the question? |Is that the --
Q Is this paragraph referring to the
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article in which Dr. Wagner was the | ead author
regarding CI T-MD-18's results?

MR. ROBERTS. (bjection.

THE WTNESS: | assune so.

BY MR BAUM

Q Do you know why Dr. Wagner was viewed as

a principal investigator?

MR. ROBERTS: (bjection.

THE W TNESS: | wasn't aware that she

was the principal investigator.

BY MR BAUM
Q Did you think she wasn't?
A No.
Q VWhat was her relationship to the

Cl T-MD- 18 project?

A She was an investigator on it.

Q Was she an aut hor?

A Yeah, well, | nmean, | knew she did the
poster. | didn't know she was first author on the --

on this article.

Q Do you recall Natasha M tchner being
I nvol ved - -
A No.
Q -- with witing the first draft of the
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manuscript for C T-NMD 18?
MR. ROBERTS:. (bjection.
THE WTNESS: | don't know who Nat asha
M tchner is.
BY MR BAUM
Q Do you recall that there was a nedica
writing conpany that Forest worked with to get the
manuscri pt drafted?
MR. ROBERTS:. (bjection, |ack of
f oundati on.
THE W TNESS: No.
BY MR BAUM
Q Who do you think wote it?
MR. ROBERTS: (bjection, calls for
specul ati on.
THE WTNESS: | think it was a
col | aborative effort.
BY MR BAUM
Q Did it involve a nedical witing conpany
that was hired by Forest?
A Not that | knew of. | would think they
woul d be nore involved in production, but sonetines
they were used to facilitate.

Q What do you nean by that?
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A You know, if there was -- if there were
a bunch of authors on the study, the manuscript has to
be circul ated and conmments have to be incorporated, and
there's also other -- a lot of logistics with a
subm ssion and so forth.

Q You don't recall the nedical witing
conpany actually drafting the manuscript?

MR. ROBERTS. (bjection.

THE W TNESS: No.

BY MR BAUM

Q You never saw a draft of a manuscri pt
that was prepared by Natasha Mtchner and Mary
Prescott ?

MR. ROBERTS: (bjection.

THE WTNESS: OCh, | don't know that. |If
| was around, it would be very likely that |
commented on the manuscri pt.

BY MR BAUM
Q Do you recall that a manuscript was
generated by conpanies that Mary Prescott or Natasha
M tchner worked for?
MR. ROBERTS: Qbjection.
THE WTNESS: | don't recall Natasha

Mtchner. D d she work for Mary?
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BY MR BAUM
Q Yeah.
A That' s possi bl e.
Q Ckay. Do you recall that you provided

information to Mary Prescott or an outside witing
agency for drafting the manuscri pt?
MR. ROBERTS:. (bjection.
THE WTNESS: If it was drafted by an
out si de agency, then they would have to get it

from For est .

BY MR BAUM
Q Did you help provide that information to
t hent?
MR. ROBERTS: (bjection.
THE WTNESS: Ch, not that | recall.
BY MR BAUM
Q Do you know whet her or not the published

article and the June 2004 i ssue of Anerican Journal of
Psychi atry nentioned the 94404 results?
MR. ROBERTS:. (bjection.

THE W TNESS: Based on what | see here

you nean?
BY MR BAUM
Q At the time did you recall whether or
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not it mentioned 944047
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Are you aware now that it did not?
M5. KIEHN: Qnjection.
MR. ROBERTS:. (bjection.
THE WTNESS: If this allegation is
correct, then it did not.
BY MR, BAUM
Q Ckay. Wuuld you agree that it's
scientifically unsound to pronote positive results and
conceal negative results of testing on a drug?
MR. ROBERTS: (bjection, not an expert.
THE WTNESS: |Is it scientifically --

scientifically unsound?

BY MR BAUM
Q Yes.
A My first thought wouldn't be that

scientific was primary issue but --

Q What woul d you call it?

A What are you suggesting, to pronote
positive results, or do what with positive results,

conmuni cate positive results?
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Q To pronote positive results and concea

negative results of clinical trials.

MR. ROBERTS: (bjection.

THE WTNESS: |'d say it's undesirable.
BY MR BAUM
Q Do you have any regrets of being part of
any of this illegal activity of Forest?

MR. ROBERTS. (bjection, calls for
specul ati on.

MS. KIEHN: Lack of foundati on.

THE WTNESS: What illegal activity did

| participate in?

BY MR BAUM
Q You wor ked at Forest.
MR. ROBERTS. bjection.
BY MR BAUM
Q We just went through the Information and

this conplaint and --

A This conplaint is just an allegation

from!| don't know where.

Q So the Information, the exhibit before,

I's not just an allegation. Forest pled guilty to it

and pled guilty to having conducted activities --

MR. ROBERTS. (bjection.
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M5. KIEHN: Qnjection.
MR ROBERTS: M scharacterizes the
docunent s.
M5. KIEHN: Conpletely m scharacteri zing
t he docunents, m sl eadi ng.
MR WSNER Kristin, Kristin.
MS. KI EHN: Brent, Brent, Brent.
MR. WSNER: He's defending the
deposition, you're not.
M5. KIEHN:. Fine.
MR WSNER. So you have no right to
object. Only one w tness deposes, that's it.
You're not sick. You don't get to object.
Josh can handl e hinsel f.
M5. KIEHN: Cal m down.
BY MR BAUM
Q And so they're just objecting and
di sagreeing with it. They can't stop you from
answering that question.
A. Yeah, but what paragraph, what?
MR. ROBERTS. | amobjecting to it, but
you can answer, to the extent that you renenber
what the question is.

THE WTNESS: Are we going back to the
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DQJ?
BY MR BAUM
Q This is the Information. This is the
pl ea agreenent.
MR ROBERTS: Let the record reflect
what the exhibits are.
BY MR BAUM
Q Exhibit 3 is the Information, and
Exhibit 2 is the plea agreenent, and in Exhibit 2
they've pled guilty to the Informations contained in
t he I nformation?
MR. ROBERTS: (Objection to the extent
that it m scharacterizes the docunent.
BY MR BAUM
Q So what |'m asking you is do you regret
havi ng been involved with any of the activity that's
descri bed in these docunents?
MR. ROBERTS. bjection.
THE WTNESS: | regret anything | did
that got ne here today.
BY MR BAUM
Q Well, that's a slightly different answer
to a slightly different question, and I'd |like the

answer to ny question.
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1 MR. ROBERTS: And | object to his

2 guestion, but you can answer.

3 THE W TNESS: Yeah, well, | nmean, |'ma
4 little confused by your question because, |

5 mean, actually, ny recollection was that when
6 the Departnent of Justice case was settled, |
7 didn't think Cel exa was even nentioned, or at
8 | east it was very secondary. Isn't that true?

9 BY VR BAUWM
10 Q Vell, if you | ook here at what | just

11 showed you, Cel exa was involved, wasn't it?

12 MR. ROBERTS: (bjection.

13 THE WTNESS: Yes, it was involved in
14 the allegations, but then when it was settl ed,
15 | didn't -- | thought it was about other drugs,
16 wasn't it?

17 BY MR BAUM
18 Q No, there are other drugs as well, but

19 they're also Cel exa and Lexapro.

20 M5. KIEHN: You're not testifying,
21 M chael .
22 MR. ROBERTS: Qbjection.

23 BY MR BAUM

24 Q So the docunents | just showed you
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1 I nvol ve Cel exa and Lexapro, didn't they?

2 MR. ROBERTS. (bjection, to the extent

3 that it mscharacterizes the docunent. |If you
4 want to take your tinme and go through the

5 docunent, you can take your tinme and go through
6 t he docunent. You don't have to accept his

7 characterization of the docunent.

8 BY MR BAUM

9 Q Take a | ook at the bottom of Page 8.

10 MR. ROBERTS. Are we going back to 27
11 BY MR BAUM

12 Q In Exhibit 2. Do you see that?

13 MR. ROBERTS. See what? Wat are we --
14 BY MR BAUM

15 Q The bottom of --

16 A "Forest expressly and unequi vocal ly

17 further admts that it commtted the offenses charged

18 in the Information.” So this is the Informati on?
19 Q Yes. | showed you paragraphs in the
20 Information that related to Cel exa and the off-1 abel

21 pronotion of Cel exa.
22 MR. ROBERTS: Qbjection to your
23 characterization of it.

24 BY MR BAUM
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1 Q If you take a | ook at Paragraphs 61 and
2 59.
3 A So your question is, do | regret any --
4 MR. ROBERTS: You don't have to ask him
5 his question. He can ask his own questions.
6 MR. BAUM You're going to have to stop
7 gui di ng him
8 MR. ROBERTS. He's not asking you the
9 questions. You get to ask the questions.
10 MR. BAUM You do not get to guide him
11 MR. ROBERTS. |'mnot guiding him
12 MR. BAUM You have to stop guiding him
13 MR. ROBERTS: [|'mnot guiding him
14 MR BAUM Yes, you are.
15 MR. ROBERTS. |I'mtrying to get himto
16 the right place.
17 MR. BAUM | already had himat that.
18 MR. ROBERTS. Okay. Well, I'magetting
19 to the right place now. \Wat page are we on?
20 MR. BAUM We're at Paragraphs 59 and
21 617
22 MR. ROBERTS: (Gkay, perfect. Wlat's the
23 guestion?
24 BY MR BAUM
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1 Q Do you see Paragraphs 59 and 61, do you
2 recall our having read those into the record?
3 MR. ROBERTS: (bjection.

4 BY MR BAUM

5 Q Do you see those?
6 A "' m I ooking at 61.
7 Q kay. You see that those relate to

8 Cel exa and Lexapro?

9 MR. ROBERTS: (bjection.

10 THE W TNESS:  Yes.

11 BY MR BAUM

12 Q And do you see that Forest in the

13 Information has pled guilty to the activities described

14 here in the information?

15 MR. ROBERTS. (bjection. He's not a

16 | awyer.

17 THE W TNESS: Assum ng that these two
18 are linked, then | guess there was a guilty

19 pl ea.

20 BY MR BAUM

21 Q Al'l right. Do you regret having been
22 I nvol ved with any of the activity that's described in
23 the Information and that to which Forest pled guilty?

24 MR. ROBERTS. (bjection, calls for
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specul ati on.
THE WTNESS: | don't think | was
i nvolved in the activity of these things.
BY MR BAUM
Q Well, you worked on MD-18, correct?
MR. ROBERTS:. bjection.
THE WTNESS: But | didn't direct Forest
Pharmaceutical s sales reps to pronote Cel exa.
| didn't pronote Celexa. | didn't hire outside
speakers. | didn't publicize and circul ate

positive results.

BY MR. BAUM
Q Your enpl oyer did, though, right?
A. Wll, no, | did --

MR. ROBERTS. bjection.
THE WTNESS: | did help to -- | don't

regret helping to publish 18. No, | don't

regret it.
BY MR BAUM
Q Ckay.

MR. ROBERTS: Are we ready for a break?
MR. BAUM  Yeah.
THE VI DEOGRAPHER: We will be going off

the record at 9:16 a.m This marks the end of
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1 Medi a 1.

2 (Brief recess.)

3 THE VI DEOGRAPHER: We are back on the
4 record at 9:29 a.m This marks the begi nni ng
5 of Media 2. Go ahead, counselor.

6 MR. BAUM We're going to nove on to

7 Exhi bit 5.

8 (Docunent marked for identification as
9 Fl i cker Deposition Exhibit No. 5.)

10 BY MR BAUM
11 Q VWhich is an e-mail from Karoline Als at

12 Lundbeck to |Ivan Gergel at Forest dated July 16, 2001.

13 Have you seen that docunent before?

14 MR. ROBERTS:. You can answer to the

15 extent that it refreshed your recollection.

16 THE WTNESS: No, | don't recognize this
17 docunent .

18 BY MR BAUM

19 Q You see that it's addressed to you up at
20 the top there?

21 A Yes.

22 Q It's -- the subject is "94404: Headline
23 results.”

24 Do you see that, right at the subject
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line?

A Yeah.

Q Then the inportance is high, do you see
that further down?

A M hmm

Q And it says, Dear |van Cergel, 94404
cital opram versus placebo in the treatnent of
adol escent depressi on have been unblinded and
unfortunately with a negative result. It was not
possi ble to detect a significant difference between the
two treatnent groups.

Do you see that?

A Yes.

Q Do you recall having received this
docunent ?

A No.

Q Do you recall having being inforned that

the 94404 results were negative?

A No.

Q Does this docunment refresh your
recollection at all that during this tine franme you
were advi sed that the outcone of 94404 was negative?

A Yes, | nean, that's new information.

Q You never knew at the tine that 94404
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1 was negative?

2 MR. ROBERTS:. (bjection.

3 THE WTNESS: | thought 94404 was ol der
4 than this. | didn't think -- | didn't think I
5 | earned in 2001 that 94404 had failed results.

6 BY MR BAUM

7 Q You think you | earned that earlier?

8 A Yeah.

9 Q When do you think you learned it?

10 A | don't know. | thought it had been --
11 | had the inpression it had been conpleted a | ot

12 earlier than this.

13 Q Do you have any reason to di spute what
14 is stated in this e-mail?

15 A No.

16 Q Do you have any reason to dispute that

17 you received it?

18 A Vell --

19 MR. ROBERTS:. (bjection.

20 THE WTNESS: Dispute anything that it
21 says inthis e-mail? | haven't read the entire
22 e-mail. | nmean, | believe that this was -- is
23 an actual e-nmail that was sent.

24 BY MR BAUM

ol kow Technol ogi es, I nc. Page 92




Charl es Flicker, Ph.D.

1 Q It was produced in the ordinary course
2 of business of Forest?

3 A Yes.

4 MR. ROBERTS: (bjection.

5 BY MR BAUM

6 Q That was yes?

7 A Yes.

8 Q kay. Do you recall that it was of high
9 | nportance for Forest enployees to learn that a

10  cont enporaneous study on Cel exa treatnent for
11  adol escent depression in Europe was unfortunately a

12 negative result?

13 MR. ROBERTS: (bjection.
14 THE WTNESS: The results of the 94404
15 study were of strong interest to Forest.

16 BY MR BAUM

17 Q Was there a plan orchestrated around

18 this time between Forest and Lundbeck to make sure that
19 the positive results fromCl T-MD-18 were published

20 before the negative results of 944047

21 MR. ROBERTS: (bjection.

22 THE W TNESS: No.

23 BY MR BAUM

24 Q You don't recall that?
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1 MR. ROBERTS: (bjection.
2 THE W TNESS: No.

3 BY MR BAUM

4 Q Ever ?
5 MR. ROBERTS. bjection.
6 THE W TNESS:  No.

7 BY MR BAUM

8 Q Do you recall any urgency on behal f of

9 Forest to get the so-called positive data published

10 regarding Cl T- MD- 187

11 MR. ROBERTS. (bjection.

12 THE WTNESS: That sounds famliar.

13 BY MR BAUM

14 Q Were you personally involved with

15 del aying publication of the study 94404 until after the

16 results of CIT-MD 18 were published?

17 MR. ROBERTS: Qbjection.

18 THE W TNESS: No.

19 MR. BAUM Ckay. W're going to nove on
20 to Exhibit 6, it's MDL- FORP0018834.

21 (Docunent marked for identification as
22 Fl i cker Deposition Exhibit No. 6.)

23 BY MR BAUM

24 Q This is an e-mail chain between you,
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1 Bill Heydorn, Karoline As between Novenber 14 and 20

2 of 2001 regardi ng 94404, second draft.

3 You see your nane there on the to line?
4 A Yeah.
5 Q Do you have any doubt -- reason to doubt

6 that you received this e-nmail chain?

7 A No.

8 Q Was this produced in the ordinary course
9 of Forest business?

10 MR. ROBERTS:. (bjection.

11 THE WTNESS: Say agai n.

12 BY MR BAUM

13 Q Was this e-mail part of the ordinary

14  course of Forest business?

15 MR. ROBERTS. bjection.

16 THE WTNESS: | assune so.

17 BY MR BAUM

18 Q You see at the bottom of this page that
19 Karoline Al's of Lundbeck wites to you on Novenber 14,
20 2001 and asks you to review the second draft of the
21 report for -- study report for 94404? |t says, "Dear
22 Charles, by today you will receive the second draft

23 report of 94404. Your review should focus on the

24 foll ow ng aspects.”
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You see that? Here, let ne point it to

you. It's there.
A You want ne to read this whole thing?
Q No. |I'mactually just asking you do you

recal |l having worked on the second draft of the study
report for 944047
A No.
Q You don't recall ever having worked on
94404 study report?
MR. ROBERTS:. (bjection.
THE WTNESS: | could specul ate, yeah.
BY MR BAUM
Q Do you have any reason to doubt that you
were sent the results of 94404 and a second draft of
the 94404 study report for you to review?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Do you have any reason to dispute any of
the information that's discussed in this e-mail chain?
MR. ROBERTS: (bjection.
THE WTNESS: |'d have to read it.
BY MR BAUM

Q Well, the part that I'minterested in,
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1 in particular, is that you were sent a second draft of
2 the report for 94404 and you were asked to review

3 aspects of it.

4 Do you have any doubt that you received

5 t he second draft?

6 A | have only a small anount of doubt.
7 Q And what is that?
8 A Maybe | didn't. Since | don't have any

9 specific recollection of getting it, thenit's hard for
10 me to confirmthat.
11 Q Did you -- do you recall receiving

12 e-mails fromKaroline Als at Lundbeck regardi ng 944047

13 MR. ROBERTS: (bjection.

14 THE WTNESS: Only because |I'm | ooking
15 at this, | do recollect the name Karoline Als,
16 and | do associate her certainly wi th Lundbeck
17 and possibly as a person who col |l ected comments
18 on that -- on that study report.

19 BY MR BAUM

20 Q The next e-mail up, it says, "Dear
21 Charl es, by now you should be able to access the
22 draft."”

23 Do you see that? Just a little bit

24 hi gher up in the mddl e of the page.
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1 A Yeah.
2 Q And then the next one up has an e-mail
3 fromyou to -- fromJoan Singh, | guess that was on

4  behalf of Charles Flicker; that was your secretary,
5 correct?

6 A Yes.

7 Q And it's to Bill Heydorn and cc'd to

8 Paul Tiseo, Jane Wi and Julie Kil bane.

9 Do you see that?
10 A Yes.
11 Q And then you ask who is the contact

12 person on this.

13 Do you see that?

14 A Uh- huh.

15 Q And then the next one up shows Bill
16 Heydorn to you saying, "l can coordinate return of

17 conments on 94404."

18 Do you see all that?
19 A Yes.
20 Q Does any of that refresh your

21 recollection that you were invol ved with nmaki ng sone
22 nodi ficati ons and coments to the study report for
23 944047

24 MR. ROBERTS. (bjection.
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THE WTNESS: It doesn't refresh ny
recol | ecti on.
BY MR BAUM
Q Do you have any reason to doubt that you
were involved with maki ng comments and changes to the
study report for 944047?
MR. ROBERTS:. (bjection.
THE W TNESS: No.
MR. BAUM Ckay. Let's go to the next
exhi bit.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 7.)
BY MR BAUM
Q Mar ked as Exhibit 7, MDL-FORPOO1l1l -- no
19228. And this is some handwitten comments on 94404
study report, CF with an arrow to W Heydorn.
Do you recogni ze that handwiting?
It looks like nmy handwiting.
And CF, that would be you?
Yes.
To Bill Heydorn?
Yes.

And it's comments on 94404 study report?

> O » O >» O >

Yes.
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1 Q Ckay. So was this produced by you while
2 you were working at Forest?

3 A It must have been.

4 Q Sonet hi ng you woul d have done in the

5 ordinary course of your work at Forest?

6 MR. ROBERTS: (bjection.
7 THE WTNESS: | don't know how ordinary,
8 but it would be part of the job.

9 BY MR BAUM

10 Q kay. And do you see here that you were
11 maki ng comments on the 94404 study report?

12 A Yes.

13 Q And you had sone detail ed corments here,
14  correct?

15 MR. ROBERTS. bjection.

16 THE W TNESS: Yes.

17 BY MR BAUM

18 Q And you sent those comments to Bill

19 Heydorn, right?

20 MR. ROBERTS:. (bjection.
21 THE WTNESS: That woul d appear to be
22 t he case.

23 BY MR BAUM

24 Q Do you know how they ended up getting to
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Bill Heydorn? Was it via e-mail or did you hand
to hin
MR. ROBERTS. (bjection.
THE WTNESS: | woul d assune -- |
know real ly.
BY MR BAUM

Q And these conments here are your
suggested changes to the study report of 944047?

MR. ROBERTS: (bjection.

t hem

don't

THE W TNESS: These are comments on the

study report. | don't know if they're changes

or clarifications.
BY MR BAUM
Q Well, under "Di scussion"” it says "
statenment regarding faster netabolism"”
Do you see that?
A Yes.
Q And it says "delete reference 25."
Do you see that?
A Yes.
Q So are those recomendati ons of
suggested changes to the study report for 944047
MR. ROBERTS. (bjection.

THE W TNESS: Yes.

del et e
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BY MR BAUM
Q So you were participating in nmaking
comrents and changes to the study report for 94404,
correct?
MR. ROBERTS. bjection.
THE WTNESS: Certainly comments. |
don't know to what extent the comments or

turned into changes.

BY MR BAUM
Q But you suggested changes, correct?
A Yes.

MR. BAUM Ckay. Let's go to Exhibit 8
(Docunent marked for identification as

Fl i cker Deposition Exhibit No. 8.)

BY MR BAUM
Q This is an e-mail chain between |van
Gergel, Bill Heydorn, | don't know how you pronounce

this, Dorte or is it Dorte?
M5. KIEHN: Dorte.
BY MR BAUM
Q Dorte Thudi um and anot her uni dentified
Lundbeck enpl oyee by the nane probably Anders,
Agpe@undbeck. com dated March 2nd t hrough March 8, 2002

regardi ng 94404 report comments.
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1 Do you know who Dorte Thudiumis?

2 A | recall that there was a Lundbeck

3 enployee by that nane.

4 Q And if you | ook part way down the page,
5 you'll see that Bill Heydorn sent to Dorte Thudi um and
6 cc'd to you an e-mail that he forwarded to Dorte

7 Thudi um

8 Do you see that? Your nane is right

9 there.

10 A To Dorte.

11 Q Just above Dear Dorte, do you see your

12 nane?

13 A Yeah.
14 Q Ckay. So who is Dorte Thudi unf
15 A She was an enpl oyee or at | east

16 representative of Lundbeck.

17 Q Ckay. Did you have any contact with

18 her ?

19 A Not that | recall.

20 Q Only through these e-mail chains?

21 A Not that | recall.

22 Q Do you have any reason to doubt that you

23 were involved with and received or sent e-mails rel ated

24 to this e-mail chain?
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MR. ROBERTS:. (bjection.
THE WTNESS: | think -- | think I nust
have gotten this e-mail fromBill.
BY MR BAUM
Q Do you think it was produced in the
ordi nary course of Forest business?
MR. ROBERTS:. (bjection.

THE W TNESS: Basically.

BY MR BAUM
Q Al right. So in the top e-mail it
says, "Anders, | amforwarding a neno relating to the

report on your pediatric study which was sent to your
team yesterday by Charlie Flicker and Bill Heydorn."
Do you see that?
A Yes.
Q “"As you are aware, this is an extrenely
I nportant report for Celexa as it is one of the two
clinical efficacy reports that we will be submtting to
satisfy our 6 nonth exclusivity requirenent.”
Do you see that?
A Yes.
Q Does that refresh your recollection at
all that both studies were involved with getting the

si x-mont h exclusivity?
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MR. ROBERTS:. (bjection.

THE WTNESS: Well, no, it doesn't
refresh ny recollection. As | stated, | had
the inpression that we only needed to do one

study, so | was confused on that.

BY MR BAUM
Q Do you have any reason to doubt what
M. Gergel -- Dr. Cergel is saying here?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q “"We believe that the changes to the

report detailed in the attached neno are very inportant
and may have significant bearing on the acceptability
of the report as 'interpretable' by the FDA "
Do you see that?
A Yes.
Q Do you recall there being sone concern
about 94404's results being interpretable?
MR. ROBERTS:. (bjection.
THE WTNESS: | don't know if
I nterpretable would be the word | woul d use.
BY MR BAUM

Q Well, you see here that Dr. Gergel did?
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A Yes.

Q Do you know that interpretable was a
technical word that had sonething to do with whether or
not the study was useful for getting the exclusivity
ext ensi on?

MR. ROBERTS:. bjection.
THE WTNESS: You know, ny recollection

Is refreshed that that was the criterion for

the exclusivity, that apparently it was two

studi es, not one and that the two studies
needed to be interpretable.
BY MR BAUM

Q And that Dr. Cergel is saying here that
changes need to be nade in order for the study to be
vi ewed as interpretable.

Do you see that?
MR. ROBERTS: Qbjection.
THE WTNESS: Well, he thinks they have
signi ficant bearing.
BY MR BAUM

Q And he thought that your suggestions

woul d have a significant bearing, correct?
MR. ROBERTS. (bjection.

THE W TNESS: He does say that the
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source of the input was from Flicker and
Heydor n, yeah.
BY MR BAUM
Q And then he says, "I should be very
grateful for your support in ensuring that the changes
are made. "
Do you see that?
A Yes.
Do you know who Anders is or was?
Anders was a seni or executive or a
seni or enpl oyee at Lundbeck.
Q Do you know whet her your changes were,
in fact, inplenmented?
MR. ROBERTS: (bjection.

THE WTNESS: No.

BY MR BAUM
Q Do you agree that the changes you
recommended m ght have -- you and the Forest team

recommended woul d have had a significant bearing on the
study 94404 results being interpretable?
MR. ROBERTS: (bjection, calls for
specul ati on.
THE WTNESS: Coul d you repeat that.

BY MR BAUM
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Q Do you agree that the changes
recommended by you and the Forest team woul d have a
significant bearing on the study 94404 results being
I nt erpretabl e?

MR. ROBERTS. bjection.

THE WTNESS: Again, interpretable is so

vague, | can't really answer that.
BY MR BAUM
Q Well, do you recall being involved in

maki ng sure that the 94404 results were interpretable?
MR. ROBERTS. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Does this indicate that you were
i nvol ved with maki ng sure that the 94404 results were
I nt er pretabl e?
MR. ROBERTS: Qbjection.
THE WTNESS: This suggests to ne
that -- and based on the other sheet of the
comrents that | provided, suggests to nme that |
was involved in an effort to i nprove the
quality of the 94404 report.
BY MR BAUM

Q And to nmake it interpretable?
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1 MR. ROBERTS: (bjection.

2 THE WTNESS: It woul d appear that I|van
3 at | east was concerned about the

4 interpretability issue.

5 BY MR BAUM

6 Q And that your suggested changes woul d
7 affect the interpretability, correct?

8 MR. ROBERTS: (bjection.

9 THE WTNESS: That's what he thought.

10 BY MR BAUM

11 Q Did you think that too?
12 MR. ROBERTS: (bjection.
13 THE WTNESS: | don't know.

14 BY MR BAUM

15 Q You don't recall?

16 A | recall that 94404's design had

17 probl ens.

18 Q That m ght have interfered with its

19 bei ng i nterpretable?

20 MR. ROBERTS:. (bjection.
21 THE WTNESS: That coul d have underm ned
22 the validity of the study.

23 BY MR BAUM

24 Q kay. |If you look at a couple pages in
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1 to this e-mail chain, there's an attachnent. Do you
2 recall having reviewed any material |ike this when you

3 were working at Forest related to 944047

4 MR. ROBERTS:. (bjection, and the

5 attachnent you're saying starts at 19160; is
6 that what you're think --

7 MR. BAUM  Yes.

8 THE W TNESS: No.

9 BY MR BAUM

10 Q From these | ast three docunents we j ust
11  went over, is it clear to you now that you knew of the
12 results from 94404 by at |east July of 2001?

13 MR. ROBERTS: (bjection.

14 THE WTNESS: How do you know t hat?

15 BY MR BAUM

16 Q Vell, the first one | showed you was

17 dated July 2001. |If you go back to Exhibit, | think,

18 6.

19 A Ckay.

20 Q No, no, it's actually 5, sorry. Go back
21 to 5.

22 Each of these cover a tine period

23 bet ween July 16, 2001 and March 8, 2002. Do you see at

24 the top of Exhibit 5 it says July 16, 2001.
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A Yes.
Q And this is when word conveyed that the

results were negative, and then the next ones com ng

up --
MR. ROBERTS. bjection.
BY MR BAUM
Q -- were drafts of the study report for
94404.

Do you see that, Exhibit 67

A Yeah.

Q Al right. So what | wanted to find --
ask you is is that based on these docunents, by this
time frame between July 16, 2001 and March 8, 2002, you
were aware of the results of 94404, correct?

MR. ROBERTS. bjection.
THE WTNESS: As | said, ny recollection

Is that | thought that 944 had been conpl eted

far earlier, but in seeing these doc -- | don't

doubt the authenticity of these docunents.
BY MR BAUM

Q kay. Did you convey the results of
94404 to Dr. \Wagner?

MR. ROBERTS. (bjection.

THE W TNESS: | don't know.
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BY MR BAUM
Q Did you convey the results of 94404 to
Mary Prescott?

MR. ROBERTS: (bjection.

THE WTNESS: | don't know.
BY MR BAUM
Q Did you withhold them for any reason?
MR. ROBERTS. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Was there any -- would there have been

any reason for you to have not conveyed those to then?
MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: Was there a reason for ne

to not tell Mary Prescott about 944047

BY MR BAUM
Q Ri ght.
A I f she asked nme about it?
Q Well, you were conmunicating to her

about the results of studies, CT-MD>18, on an
adol escent and child population. Do you think it woul d
have been inportant to convey to her also the results

of 944047
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MR. ROBERTS: (bjection,
m scharacterizes testinony.

THE WTNESS: Yeah, | don't think that
woul d be the type of conversation | would have
with Mary Prescott.

BY MR BAUM
Q What type of conversation would you have
with Mary Prescott?

MR. ROBERTS: (bjection, calls for
specul ati on.

THE WTNESS: You know, if her conpany
were generating slides, then | would get them
dat a.

BY MR BAUM
Q So included in that data, would you not
want to include both positive and the negative data?

MR. ROBERTS: Qbjection, calls for
specul ati on.

THE WTNESS: You know, | did not neke
any determ nations about what general projects
Mary Prescott worked on.

BY MR BAUM
Q What about Dr. Wagner?

MR. ROBERTS. (bjection.
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THE WTNESS: Dr. Wagner is a nice |ady.
BY MR BAUM
Q Did you convey the negative results of
94404 to Dr. Wagner?

MR. ROBERTS. bjection.

THE WTNESS: | don't know.

BY MR BAUM

Q What's a study protocol ?

A What is a study protocol ?

Q Yeah.

A It's a docunent that details how a study
should be -- how a particular study is to be conduct ed.

Q Is it necessary for the conduct of a

clinical trial?

A For a study -- certainly for a study
conduct ed under the auspices of the FDA to be submtted
to the agency.

Q Wiy is it necessary for the conduct of a
clinical trial?

MR. ROBERTS:. (bjection.

THE WTNESS: That's a little deep, but
can you repeat the question? Wy is a study
protocol necessary?

MR. BAUM Right.
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MR. ROBERTS:. (bjection.
THE WTNESS: |1'd say that it's designed

to ensure consistent conduct of the study

and -- consistent documented conduct of the
st udy.
BY MR BAUM
Q Was Forest expected to follow the study

protocol for study Cl T- VD 18?

MR. ROBERTS: (bjection.

THE WTNESS: Well, usually it's the
I nvestigators who are supposed to follow the
study protocol. The study protocol is given to
the investigators, and they follow the study
pr ot ocol .

BY MR. BAUM
Q And what did Forest have to do with
seeing to it that the protocol was foll owed?

MR. ROBERTS. (bjection, just like to
state the witness is not an expert.

THE WTNESS: The nonitors nonitored the
study to ensure that -- there are study
nmonitors who visit the site and ensure that
it's being conducted in accordance with the

pr ot ocol .
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1 BY MR BAUM
2 Q Did you have anything to do with naking

3 sure that the study protocol for Study 18 was fol |l owed?

4 MR. ROBERTS: (bjection.
5 THE WTNESS: Well, not that
6 specifically recollect.

7 BY MR BAUM

8 Q Do you recall having been involved with
9 drafting the protocol for CIT-M> 187

10 A Based on docunents | saw yesterday.

11 Q " mgoing to hand you what we're narking
12 as Exhibit 9.

13 (Docunent marked for identification as
14 Fli cker Deposition Exhibit No. 9.)

15 BY MR BAUM

16 Q VWhich is sone of the protocol for MD 18.
17 If you flip over to the -- it's dated Septenber 1,

18 1999.

19 Do you see that, right there?

20 A. Ckay.

21 MR. ROBERTS: And let the record reflect
22 that it's part of a larger production that's
23 dated April 2nd, 2002. |It's an excerpt from
24 t hat .
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1 BY MR BAUM
2 Q Yeah, this is an excerpt fromthe study
3 report itself that was dated April 8, 2002. This is
4 the protocol for CIT-MD-18, correct?
5 A. | don't dispute that.
6 Q Ckay. So let's go to the next page. It
7 says, "Final Protocol Authorization Sign-off Sheet."
8 Do you see that?
9 A Yes.
10 Q And it was submtted by Paul Tiseo.
11 Do you see that?
12 A Yes.
13 Q He was t he associ ate nedi cal
14 director-CNS, nedical nonitor.
15 Do you see that?
16 A Yes.
17 Q Then the next one underneath that says
18 authorized by Charles Flicker, that was you, correct?
19 A Yes.
20 Q And it said you were senior nedical
21  director-CNS.
22 Do you see that?
23 A Yes.
24 Q Does that refresh your recollection you
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1 were a senior nedical director of the CNS departnent at
2 sone point in Forest?

3 A No, | told you that already.

4 Q | thought you disputed that you were in
5 the CNS section?

6 A Ch, no, it wasn't a CNS departnent.

7 Q What does this nmean senior nedical

8 director-CNS?

9 A | was in lvan's departnent, clinical

10 research, and CNS -- that was ny title, but CNS

11 wasn't -- was it a separate depart -- | don't even
12 know.

13 Q Al right. It doesn't matter.

14 A | believe clinical research was a

15 departnment and CNS was a division within that
16 depart nent.
17 Q Ckay. So you were nmaybe a senior

18 nmedi cal director within the CNS division?

19 MR. ROBERTS:. (bjection.

20 THE WTNESS: | woul d have been seni or
21 medi cal director of the CNS group or division
22 within the clinical research departnent.

23 Q kay. And you see Lawrence A anoff

24  there?
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A | see his nane and signhature, yeah.

Q Do you recall his being involved with
MD- 187

A Well, no, | nean -- no, | don't directly

remenber his invol venent.

Q Do you have any reason to dispute that
he was invol ved, based on his having signed off on the
protocol sheet?

A No.

Q And Ivan Gergel, do you recall his being

i nvol ved with MD-18?

A Agai n, not directly, but having seen
that |last neno, | nean, yeah, sure, he was.
Q And Dr. Lakatos, is that right, Edward

Lakat os, do you recall hinf

A I recall him

Q Do you know what his job was?

A He was head -- head of the stats group.
Q Ckay. And Keith Rotenberg, do you

recall working with himon MD 18?

A On MD-18, no, but | renmenber he was head
of regul atory.

Q kay. You had sone interaction with

regul atory affairs?
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A Yes.
Q What was your invol venent?
A What ever they had to do for our studies

in terms of filings to the FDA or conmmuni cations.
Q Part of your job was to nmake sure there

was accurate and truthful information conveyed to the

FDA?

MR. ROBERTS. (bjection.

THE WTNESS: | don't know that it was
in awitten job description, but I would say
yes.

BY MR BAUM
Q If the protocol weren't foll owed, would

that invalidate the results of the study, or could it
i nvalidate the results of the study?
MR. ROBERTS: (bjection.
THE WTNESS: |f the protocol is not
followed, could it invalidate the results of
the study? Yes, it possibly could.
BY MR. BAUM

Q And the placebo effect and observer bias
requi re an experinent to use a double-blind protocol
and a control group, correct?

MR. ROBERTS. (bjection.
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THE W TNESS: Wy are you sayi ng you
need a doubl e-blind control group?
BY MR BAUM
Q To avoi d pl acebo effect, rule out
pl acebo effect and observer bias?
MR. ROBERTS:. bjection.
THE WTNESS: | nean, yes, you' re saying
to the extent that you need to denonstrate,
that you wish to denonstrate the drug effect is
above and beyond the pl acebo effect, yes.
BY MR BAUM
Q Was the protocol for Study 18

doubl e-bl i nd procedure?

A Was the protocol --
Q Yes.
A -- was the design of the study? It was

a doubl e-blind study, yes.
Q Do you know who was responsible for the
overal |l conduct of study MD 187
MR. ROBERTS:. (bjection.
THE WTNESS: Well, Paul Tiseo was the
| ead clinician.
BY MR BAUM

Q What was his role with respect to
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Cl T-MD-18 before he left Forest?

A VWll, | now see that he had a prinmary
role in generating the protocol, and what about
docunents |'ve seen yesterday? He was obviously
involved in the -- in the oversight of the running of
t he study.

MR BAUM Let's go to the next exhibit,

Exhi bit 10.

(Docunent marked for identification as

Fli cker Deposition Exhibit No. 10.)

BY MR BAUM

Q Which is an e-mail with an attachnent
fromlrene Stockman dated April 10, 2002 and was sent
to Robert Ashworth, Im Abranowitz and Marcelo Cutierrez
and it's cc'd to you and Bill Heydorn.

Do you see that?

A Yes.

Q And it says, "Find attached the fina
sign-off copy of cital oprampediatric study 18. The
sign-off sheet will be circulated to Harborshide
shortly; please sign and return to nme shortly."”

Do you see that?

A Yes.

Q Do you recall signing off on the study
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report for

A

Q

VD- 187
No.

Do you have any reason to doubt that you

did sign off on it?

MR. ROBERTS. bjection.

THE WTNESS: Very little.

BY MR BAUM

Q

Does -- do you recall that CIT-MD 18 was

amultisite clinical trial?

MR. ROBERTS:. (bjection.

THE W TNESS: Yes.

BY MR BAUM

Q

And was each site expected to follow the

st udy protocol ?

MR. ROBERTS. bjection.

THE W TNESS: Yes.

BY MR BAUM

Q

When you signed off on the protocol,

were you affirmng the accuracy of its contents?

MR. ROBERTS:. (bjection.

THE WTNESS: Wat do you nean by

"accuracy"? Oh, you nean the study report, you

mean the study report?

BY MR BAUM
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1 Q Well, there's the protocol and then the
2 study report. Let's back up.

3 When you signed off on the study report,
4 did you -- were you affirmng the accuracy of its

5 contents?

6 MR. ROBERTS: (njection, |acks
7 f oundat i on.
8 THE W TNESS: Yeah.

9 BY MR BAUM
10 Q Do you recall drafting any portions of

11 the protocol ?

12 THE WTNESS: Objection. |I'mlosing
13 track of this refreshing recollection

14 refl ecting.

15 MR. ROBERTS. |If there's any docunents
16 that you saw yesterday. So if you saw this
17 docunent yesterday and it refreshed your

18 recol | ection, you can answer a questi on.

19 THE WTNESS: | could answer it

20 according to nmy refreshed recoll ection?

21 MR. ROBERTS. According to your

22 refreshed recollection, yes, but if it's

23 sonmething that Kristin and | talked to you

24 about, that's different, then you can't answer.
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THE WTNESS: Oh, okay. Yeah, | saw

docunents yesterday that refresh ny

recollection that I did work on the protocol --

prot ocol ?
BY MR BAUM
Q Prot ocol and the study report, correct?
A Bot h.
MR. ROBERTS. (bjection.
BY MR BAUM
Q And do you recall what your input was to

t he protocol ?

A.
Q
m nut e.
BY MR BAUM
Q

No.

Let's go back to Exhibit 9 just for a

MR. ROBERTS. The protocol ?

MR. BAUM Yeah.

If you go to the synopsis, which is |ike

the third page in, see under eval uation?

BY MR BAUM

Q

MR, ROBERTS: You nean Page 1.

Yes, Page 1 of protocol, which is Page

313 of the study report, and it's about the third page

in, it's under Synopsis.
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Do you see that?

A M hmm

Q And then under Synopsis there's
eval uati ons.

Do you see that?

A Yes.

Q And it says there's a diagnosis for
ki ddi e schedule for affective disorders and
schi zophrenia - present and lifetine.

Do you see that?

A Yes.

Q Was that |ike a diagnosis was required
to have a maj or depression disorder for a child in
order to be in this trial?

MR. ROBERTS. bjection.
THE WTNESS: | have to |l ook at the -- |
mean, there was a study in depressed children.

What the exact diagnosis required? | believe

It was nmj or depressive disorder.

BY MR BAUM

Q Yeah, if you |l ook up at the objective on
t hat sane page, right up here, "The objective of this
study is to evaluate the safety and efficacy of

citalopramin children and adol escent outpatients (7-11
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and 12-17 years of age, respectively), diagnosed with
maj or depressive di sorder.”
Do you see that?

A Yes.

Q Al right. So does that refresh your
recol l ection that this was addressing children with --
and adol escents with nmaj or depressive disorder?

MR. ROBERTS. (bjection.
THE W TNESS:  Yes.
BY MR BAUM

Q kay. And that the primary efficacy
measure was going to be the Children's Depression
Rati ng Scal e - Revi sed.

Do you see that?

A Yes.

Q And that there were sone secondary
efficacy neasures, the Cinical dobal |Inpression (C43)
- Severity and | nprovenent subscal es.

Do you see that?

A Yes.

Q And the K-SADS-P (depression nodul e).
Do you see that?

A M hmm

Q And the Children's d obal Assessnent
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Scal e (CGAS).
Do you see that?
A Yes.
Q Were those all secondary efficacy

measures for Cl T- MD 187
A That appears to be the case.
Q Did you have any invol venent with

choosi ng whi ch ones were going to be used?

A Yes.
Q What was your invol venent?
A It was a very -- it was a very active

area, and there were a | ot of considerations that went
into selecting the efficacy neasures. | don't recall
exactly, but there were the optiml efficacy neasure --
as | recollect, the optinal nmeasure to use in these
studi es had not been established. | think the CDRS was
relatively new, but it was -- it appeared to be
energing as the optimal neasure to use in such trials.

Q What was the purpose of having secondary
out cone neasures?

A Part of it was historical. Certainly in
t he case of the K-SADS, which had been -- the K-SADS
and | believe also the CGAS had been -- | think they

m ght have been -- very likely were used in the
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Lundbeck trial, maybe as the primaries. So since the
CDRS was relatively new, ny inpression is, as best |
recollect is that the K-SADS and the CGAS, even though
they were being -- had been deened as to be | ess useful
measures, m ght have been kept in there for the sake of
continuity.

Q Were the primary and secondary efficacy
eval uations the protocol specified outcone neasures by
whi ch the study drug cital opram was determ ned to be
successful or unsuccessful conpared with placebo?

MR. ROBERTS. (bjection.
THE W TNESS: What are you aski ng?
BY MR BAUM

Q Were these primary and secondary
ef fi cacy eval uations the protocol specified outcone
measures by which the study drug cital opram was
determ ned to be successful or unsuccessful conpared
wi th placebo in C T- VD 187

MR. ROBERTS:. (bjection.
THE WTNESS: | woul d say yes.
BY MR BAUM

Q Can you explain how efficacy of the

study drug versus placebo is denonstrated by an outcone

measur e?
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1 A How is efficacy denonstrated relative to

2 pl acebo?

3 Q Yes.

4 MR. ROBERTS: (nbjection. Are you asking
5 generally or specific to the study?

6 MR. BAUM Ckay. You're going to have
7 to stop coaching. | asked ny question, and

8 he' s t hi nki ng about answeri ng.

9 MR, ROBERTS: I'mjust trying to get a
10 cl ear record.

11 MR WSNER He didn't express any

12 conf usi on.

13 THE WTNESS: Could you repeat the

14 guesti on.

15 BY MR BAUM
16 Q Can you explain how efficacy of a study
17 drug versus placebo is denonstrated by an outcone

18 measur e?

19 MR. ROBERTS:. (bjection.

20 THE WTNESS: Usually, basically, an
21 out cone assessnent is nmade at baseline and at
22 the end of the study and to | ook -- and the
23 change from baseline in the active group is
24 conpared to the change from baseline in the
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pl acebo group.
BY MR. BAUM

Q And what determ nes whether or not it
was successfully denonstrated?
MR. ROBERTS. bjection.
THE WTNESS: Wether the difference was
successfully denonstrated is based on
statistical analysis.
BY MR BAUM

Q And the statistical analysis involves
whet her or not the difference is statistically
significant?

MR. ROBERTS: (bjection.

THE W TNESS: Yes.

BY MR BAUM
Q And that involves a P-val ue?
MR. ROBERTS: Qbjection.
THE WTNESS: U timtely, yes.
BY MR BAUM
Q And is there a prespecified P-val ue that

was arrived at with respect to MD 187
MR. ROBERTS: Qbjection.
THE WTNESS: Not that | know of, but

that seens |ikely.
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1 BY MR BAUM
2 Q Do you recall what the P-value normally
3 was used for determ ning significance?
4 MR. ROBERTS: Qbjection.
5 THE WTNESS: Well, classically, the
6 nom nal P-value is .05.
7  BY MR BAUM
8 Q And needs to -- the difference needs to
9 be | ess than .05?
10 MR. ROBERTS:. (bjection.
11 THE WTNESS: Sonetines |ess than,
12 sonetines | ess than or equal.
13 BY MR BAUM
14 Q Ckay. |If you take a | ook at Page 318
15 under subheading "6. Study Design and Duration," it
16 says here, "Atotal of 160 patients wll be random zed
17 to doubl e-blind treatnent."
18 Do you see that at the bottom-- the
19 | ast sentence under the first paragraph under
20  subheadi ng 67
21 A Yes.
22 Q Was 160 the nunber needed to power the
23  study?
24 MR. ROBERTS. (bjection.
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THE WTNESS: It's likely that a power
anal ysi s was conduct ed.
BY MR BAUM
Q Do you think that the 160 was the nunber
they arrived at?
MR. ROBERTS:. bjection.
BY MR BAUM
Q In order to get a statistical
signi ficant nunber or outcone --
A | woul d have to assune.
Q Ckay. Do you recall whether MD 18 was
powered to detect differences in the efficacy of
ci tal opram between children and adol escents?
MR. ROBERTS: (bjection.
THE W TNESS: No, | assune so.
BY MR BAUM
Q Do you recall whether it was powered to
detect the efficacy of citalopramw th children al one
or with children and adol escents as a group?
MR. ROBERTS:. (bjection.
THE WTNESS: | don't know.
BY MR BAUM
Q What is the difference between a prinmary

and a secondary efficacy neasure?
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1 A | think there could be a | ot of

2 differences depending upon the context. | would say
3 the primary efficacy neasure is the one designated as
4 the -- as the neasure that would be used to determ ne
5 whether the outconme of the study was positive. The

6 secondary efficacy neasures provi de supportive

7 i nformation.

8 Q Let's take a | ook at Page 326 under

9 Study Drug, Paragraph "9.1 Study Medication."

10 Do you see that?

11 A Yes.

12 Q It says citalopram (20 ng) and pl acebo
13 medi cation will be supplied by Forest Laboratories as

14 filmcoated, white tablets of identical appearance.
15 For the single-blind |ead-in period, patients wll be
16  supplied with placebo tablets only. For the

17 doubl e-blind treatnment period, identically appearing

18 tablets will contain either 20 ng of cital opram or

19 pl acebo. Medication will be supplied in bottles
20 containing either 10 tablets for the lead -- for the
21 | ead-in and for the -- excuse ne. Medication wll be

22 supplied in bottles containing either 10 tablets for
23 the lead-in and the first four weeks of doubl e-blind

24  treatnent or 40 tablets for remaining four weeks of the
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1 treatnent period.

2 Did | read that correctly?

3 A Yes.

4 Q Was this the protocol specified

5 procedure followed -- to be followed for CI T-MD 18?
6 MR. ROBERTS:. bjection.

7 THE W TNESS: Apparently.

8 BY MR BAUM

9 Q Was it foll owed?

10 MR. ROBERTS:. (bjection.

11 THE WTNESS: | believe so.

12 BY MR BAUM

13 Q Let's take a | ook at Page 328 under "9.7
14 Unbl i ndi ng Procedures.”

15 Do you see that?

16 A Yes.

17 Q What does it nmean for a study to be
18  unbl i nded?

19 MR. ROBERTS:. (bjection.
20 THE WTNESS: A study is unblinded at
21 t he end, when the code is broken and the
22 treatnment groups that the patients belong to
23 are identified.
24 BY MR BAUM
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1 Q What does it nean for a patient to be

2 unbl i nded?

3 MR. ROBERTS: (bjection.

4 THE WTNESS: That's pretty difficult to
5 say. | can give an exanple. |[If a patient

6 were -- if a patient were receiving -- were

7 told that they were receiving active nedication
8 or a patient were told that they were receiving
9 pl acebo nedi cation, then that patient would be

10 unbl i nded.

11 BY MR BAUM
12 Q What about with respect to the
13 i nvestigators, if they were told what the patients were

14  getting, would they be unblinded?

15 MR. ROBERTS. bjection.

16 THE WTNESS: |If the investigator knew
17 that what treatnent the patient, an individual
18 patient was receiving, then | think it would be
19 appropriate to say that the investigator had

20 been unbl i nded.

21 BY MR BAUM
22 Q Wul d you agree that a clinical trial is
23 blinded if the participants are unaware on whet her they

24 are in the experinental or control arm of the study?
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MR. ROBERTS:. (bjection.
THE WTNESS: That is part and parcel,
that's part of unblinding of a study.
BY MR BAUM

Q And then blinding woul d al so be extended
to the investigator so that the patient observations
are less likely to be biased by their awareness of the
treatnent the patient is receiving, correct?

MR. ROBERTS: (bjection.

THE WTNESS: The investigator shoul d
not know what treatnent the patient is
receiving. That's part of the blinding.

BY MR BAUM
Q So woul d you agree that if a study does
not follow the unblinding procedures, as specified in
the study protocol, then the study cannot be consi dered
a random zed, placebo-controlled trial?
MR. ROBERTS. bjection,
m scharacterizes testinony.
THE WTNESS: Could you read that again
BY MR BAUM
Q Wul d you agree that if a study does not
foll ow the unblinding procedures, as specified in the

study protocol, then the study could not be consi dered
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1 a random zed, placebo-controlled trial?

2 MR. ROBERTS:. (bjection,

3 m scharacteri zes testinony.

4 THE WTNESS: No, it would still be a

5 random zed, pl acebo-controlled trial. It mght
6 undermne the validity of the study.

7 BY MR BAUM

8 Q If you include data from patients who

9 were unblinded in an analysis of efficacy in a clinical
10 trial, does that not corrupt the integrity of the

11 clinical trial results?

12 MR. ROBERTS: Qbjection, calls for

13 specul ati on.

14 THE WTNESS: I nclusion of an unbli nded
15 patient?

16 BY MR BAUM

17 Q Ri ght.

18 A Coul d underm ne the validity of the

19 study results.

20 Q And that would corrupt the integrity of

21 the clinical trial results?

22 MR. ROBERTS: Qbjection.
23 THE WTNESS: |1'd say that was a pretty
24 strong statenent.
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1 BY MR BAUM
2 Q Is it true or not?
3 MR. ROBERTS: (bjection.
4 THE W TNESS: No.

5 BY MR BAUM

6 Q It doesn't corrupt it?

7 MR. ROBERTS:. (bjection.

8 THE WTNESS: It underm nes the

9 validity.

10 BY MR BAUM

11 Q Ckay. So going down in that subsection,
12 there's sone italicized words it says, "Any patient for
13 whomthe blind has been broken will inmediately be

14 di scontinued fromthe study and no further efficacy

15 evaluations will be performed."”

16 Do you see that?

17 A Uh- huh.

18 Q And that was the protocol unblinding

19 procedure, correct?

20 MR. ROBERTS:. (bjection,

21 m scharacterizes the docunent.

22 THE WTNESS:. Yeah, it's alittle

23 confusing. | nean, the | anguage has been

24 anbi guous because the paragraph above descri bes
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a particular situation, and it's not clear
whether it's referring -- whether the
subsequent statenment is referring exclusively

to that particular situation or to any kind of

unbl i ndi ng.
BY MR BAUM
Q Do you think that any kind of unblinding

woul d invalidate the results if those results were
I ncluded in the efficacy anal yses?
MR. ROBERTS:. (bjection.
THE WTNESS: It could underm ne the
validity of the results.
BY MR BAUM
Q So it's inportant to know whet her or not

you' ve got sone unblinded patients or investigators,

correct?
MR. ROBERTS: Qbjection.
THE W TNESS:  Yes.
BY MR BAUM
Q So if sonething were to happen that

woul d cause the blind to be broken for any reason,
Forest Laboratories would have to have been notified
| mredi ately, correct?

MR. ROBERTS. (bjection, calls for
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1 specul ati on.
2 THE WTNESS: Well, that's what the
3 protocol says, and that woul d be appropriate.

4 BY MR BAUM

5 Q And you think it would be appropriate
6 for any patient for whomthe blind has been broken to
7 be i mMmedi ately discontinued fromthe study and no

8 further efficacy evaluations perforned on thenf

9 MR. ROBERTS: (bjection,

10 m scharacteri zes the docunent.

11 THE WTNESS: As | said, | nean, that's
12 what the -- that's what the protocol reads.

13 BY MR BAUM

14 Q Ckay. |If a patient were unblinded
15 during the course of a clinical trial, would you
16 consider that to be a mnor or a major protocol

17 vi ol ati on?

18 MR. ROBERTS. (bjection, calls for
19 specul ati on.

20 THE WTNESS: |If one patient were
21 unblinded or -- | nmean, is it a protocol

22 vi ol ati on?

23 BY MR BAUM

24 Q Yes.
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1 A Yes, it's a protocol violation.
2 Q If there was enough patients unblinded
3 to affect the P-value, would that be a major or a m nor

4 protocol violation?

5 MR. ROBERTS. (bjection, calls for
6 specul ati on.

7 THE WTNESS: Can you repeat the
8 guesti on.

9 BY MR BAUM

10 Q If there were enough patients unblinded
11 to affect whether or not the P-value was significant or
12 I nsignificant, would that be a major or a m nor

13  protocol violation?

14 MR. ROBERTS: (bjection, calls for

15 specul ati on.

16 THE WTNESS: Yeah, | don't know that --
17 It sounds as if you' re making a direct

18 connecti on between the P-value and the

19 unblinding. | don't knowif | can answer that.

20 BY MR BAUM

21 Q Well, if there are enough patients

22 unblinded to affect the P-value, would that be a major
23 or a mnor protocol violation?

24 MR. ROBERTS. (bjection, calls for
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specul ati on.
THE WTNESS: Well, how do you know i f
t he unblinding of the patient affects the
P-val ue?
BY MR BAUM
Q " masking you to answer ny question.
Can you answer my question?
A kay. \What's the question?
MR. ROBERTS: (bjection.
BY MR BAUM
Q If there were enough patients unblinded
to affect the P-value, would that be a major or a m nor
protocol violation?
MR. ROBERTS: (bjection, calls for
specul ati on.
THE WTNESS: The unblinding -- the
unblinding of a patient is a protocol
viol ation. Now, whether the -- in terns of the
nunber of patients who are unblinded and how

that relates to the magnitude of the protoco

violation, | can't really answer that.
BY MR BAUM
Q If it affected the P-val ue?
A If all the patients in the study--
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MR. ROBERTS:. (bjection.
THE WTNESS: -- were unblinded, it

woul d not be a doubl e-blind study.

BY MR BAUM

Q kay. Wuld the patient --

A O it would be an invalid double-blind
st udy.

Q kay. Were any of the patients in study

MD- 18 unbl i nded?
MR. ROBERTS:. (bjection.
THE WTNESS: Wl |, based on material |

saw yest erday?

BY MR BAUM
Q Yes.
A | saw material yesterday indicating that

there was potentially unblinding informtion.

Q Do you recall addressing CI T-MD 18
patients being unblinded at the tinme you were worKking
at Forest?

MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q You have no recollection of it?

MR. ROBERTS. (bjection.

ol kow Technol ogi es, I nc. Page 144




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

THE W TNESS: No.
BY MR BAUM
Q So you don't have any recollection of
any of the docunents you were involved with authoring
regarding that?
MR. ROBERTS:. bjection.
THE W TNESS: Based on docunents | saw
yest er day?
BY MR BAUM
Q Well, did those docunents refresh your
recol |l ection that you were involved with dealing with
t he unblinding problem--

MR. ROBERTS: (bjection.

BY MR. BAUM
Q -- with CIT-MD 18 patients?
A. | didn't recall that there was an

unbl i nding i ssue with NMD 18.
Q Did review ng docunents refresh your
recol | ection there was one?
MR. ROBERTS:. (bjection.
THE WTNESS: | don't know. They were
-- they weren't inconsistent wth ny
recol | ection, but they didn't -- none of

those -- there was -- It was new to ne. |
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mean, it was believable with the docunents |
saw, but did | recall the incident? No.

BY MR BAUM
Q Ckay. Do you recall that Forest

Laboratories was notified of any unblinding in

Cl T- MD- 187
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Do you have any reason to doubt that

Forest was notified that there was sone unblindi ngs
that occurred with respect to sone of the patients in
the C T- MD 187
MR. ROBERTS: (njection, |acks
f oundati on.
THE WTNESS: There was a problemw th

t he packagi ng.

BY MR BAUM
Q When did you find out about it?
MR. ROBERTS:. (bjection.
THE W TNESS: Yest er day.
BY MR BAUM
Q That's the first tinme you found out
about it?
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MR. ROBERTS:. (bjection.
THE WTNESS: | woul d have to specul ate
to tell you when | first found out about it.
BY MR BAUM

Q Approxi mately when did you first find
out about it?

MR. ROBERTS. (bjection, calls for
specul ati on.

THE WTNESS: As | said, | don't recal
ever finding out about it. 1've seen docunents

that indicate that | did.

BY MR BAUM

Q Al right. Let's go to Page 331. Under

headi ng "12.7 Sanple Size Considerations.”
Do you see that?

A No. Ckay.

Q And there it says, "The primary efficacy
variable is the change from baseline in CDRS-R score at
Week 8."

Do you see that?

A Yes.

Q Is that -- and we discussed that a few
m nut es ago, correct?

MR. ROBERTS. (bjection.
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BY VR BAUM
Q
vari abl e?

A

Q

The CDRS is the prinmary efficacy

Yes.

And that it's the neasure at the end at

Week 8, correct?

MR. ROBERTS:. (bjection.

THE W TNESS: Did we di scuss that

previ ousl y?

BY MR BAUM
Q Well, you nentioned that it was --
that -- yes, we did discuss that previously.
Do you recall discussing that?
MR. ROBERTS: (bjection.
THE WTNESS: We tal ked about the change
frombaseline. | don't recall talking about
Week 8.
BY MR BAUM
Q So Wek 8 is the endpoint, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: Wek 8 is the last visit
of the study.
BY MR BAUM
Q So "the primary efficacy variable is the
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1 change from baseline CDRS-R score at Wek 8," correct?

2 MR. ROBERTS:. (bjection.
3 THE WTNESS: According to the protocol,
4 according to this part of the protocol.

5 BY MR BAUM
6 Q Ckay. |s there sonething el se you refer

7 to that would nake it be a different point of the

8 study?
9 A Just that it's -- that when they say at
10 Week 8, it's -- there are different -- the anal yses --

11 there are different types of anal yses.
12 Q But they would not be the primary

13 out cone neasure, correct?

14 MR. ROBERTS: (bjection.

15 THE W TNESS: Based on what | saw

16 yesterday, the primary outcone neasure was the
17 | ast observation carried forward anal ysis, so
18 that's not necessarily at Wek 8.

19 BY MR BAUM

20 Q So sone of the results m ght have been
21  frompatients who dropped out of the study prior to
22 Week 87

23 A Yes.

24 Q And their scores would be carried
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forward to Week 87

A Yes.

Q And conpiled with the other patients
results that conpleted the trial at Wek 8, correct?

A Yes.

Q And the primary efficacy neasure woul d
be the results of all of the patients, including the
LOCF patients at Wek 8, correct?

MR. ROBERTS: (bjection.
THE WTNESS: |If you're tal king about an

LOCF anal ysi s.

BY MR BAUM

Q kay. So let's go back to the prior
page under Section 12.5.1, just flip it back to Page
18. It says "Primary Efficacy Paraneters."”

Do you see that?

A Yes.

Q And it says, "Change from baseline
CDRS-R score at Wek 8 will be used as the primary
ef fi cacy paraneter."

Do you see that?

A Yes.
Q And the it says, "descriptive statistics
wll be calculated by visit."
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1 Is that what you were referring to?

2 A No. Regarding | ast observation carried
3 forward?

4 Q Regardi ng statistics for prior -- for

5 wvisits prior to Wek 8.

6 MR. ROBERTS: (bjection.
7 THE WTNESS: No, that's not what | was
8 referring to.

9 BY MR BAUM

10 Q Oh, okay. Al right. So but what | was
11 referring to is that the neasure of the primary

12 efficacy paraneter was the change from baseli ne on CDRS
13 bet ween the change from baseline to Wek 8, correct?

14 MR. ROBERTS: (bjection.

15 THE WTNESS: That's what it says here.

16 BY MR BAUM

17 Q Do you disagree with that?

18 MR. ROBERTS. bjection.

19 THE WTNESS: Well, as | said, based on
20 what | saw yesterday, it woul d appear to be at
21 | ast observation carried forward anal ysi s,

22 which is not every -- you know, it's a

23 shorthand, | would say. | would describe this
24 as a shorthand for what | -- what apparently
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1 was the primary efficacy anal ysis.
2 BY VR BAUWM
3 Q If you | ook up to the paragraph just

4  above under Efficacy Analyses, it says, primary

5 analyses will be perforned using the Last Cbservation
6 Carried Forward approach. In these analyses, the | ast
7  observed val ue before the mssing value will be carried

8 forward to inpute the m ssing val ue?

9 A Yeah.

10 Q You see that?

11 A Yeah.

12 Q And then, "If the m ssing val ue occurs
13 at Week 1, the baseline value will be carried forward

14 to Wek 1 provided at | east one subsequent post

15 basel i ne assessnent is avail able."

16 Do you see that?

17 A Yes.

18 Q And then the next |ine says, the

19 observed cases approach will be used for supportive
20 anal yses, where only observed values will be used for

21  anal yses.

22 Do you see that?
23 A Yes.
24 Q So that's going to be -- the observed
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cases W ll be the group of patients who actually finish
the study, and it would be an analysis of their results
at Week 8 when they finish the study, correct?
MR. ROBERTS: (bjection.
THE WTNESS: O at |east when they
appeared at Wek 8, yes.
BY MR BAUM
Q And the | ast observation carried forward
anal ysis woul d i nclude both the observed cases results
at Week 8 and the patients' results that occurred prior
to that carried forward to Week 8 for an anal ysis at
Week 8, correct?
MR. ROBERTS: (bjection.
THE W TNESS: Yes, that would be ny
under st andi ng of the LOCF approach.
BY MR BAUM
Q Ckay. So turning back to section 12.7
on Page 19 it says here, "The primary efficacy vari able
I's the change from baseline in CDRS-R score at Wek 8."
Do you see that?
A Yes.
Q Do you agree with that?
MR. ROBERTS. (bjection.

THE WTNESS: M understandi ng of the
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protocol is that it's that variable using the
LOCF anal ysi s, yes.
BY MR BAUM
Q Ckay. And then "Assum ng an effect size
(treatnment group difference relative to pool ed standard
deviation) of 0.5, a sanple size of 80 patients in each
treatment group will provide at | east 85% power at an
al pha | evel of 0.05 (two-sided)."
Do you see that?
A Yes.
Q Do you know what that neans?
MR. ROBERTS: (bjection.
THE WTNESS: | don't have a clear
under st andi ng of power anal yses.
BY MR BAUM
Q Do you have a general concept of what
t hat neans?
MR. ROBERTS. bjection.
BY MR BAUM
Q Does it nean that it needed 160 patients
essentially to power the study to arrive at .05
t wo- si ded P-val ue?
MR. ROBERTS. (bjection.

THE WTNESS: Yeah, | nean, ny
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under st andi ng of how power anal yses results get

presented is that this would nmean that,

assumng that there is a significant difference

bet ween the treatnent groups, the anal yses

expects that there woul d be an 85% chance t hat

that di fference woul d be denponstrated at the

.05 |l evel .
BY MR BAUM
Q Wth 160 patients?

BY MR BAUM

Q

BY MR BAUM

Q

MR. ROBERTS:. (bjection.

THE WTNESS: G ven that end, yeah.

Is that correct?

MR. ROBERTS: (bjection.

So as long as MD-18 had 160 patients

results in the equations, that was enough to power

statistically significant results?

MR. ROBERTS:. (bjection.

THE WTNESS: 160 patients were -- was

what was deened needed to neet this | evel of

power .

BY MR BAUM

Q

And you didn't need nore than 160 to
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power the study for statistical significant purposes,

ri ght?

MR. ROBERTS. (bjection, calls for
specul ati on.

THE WTNESS: Yeah, | don't think -- you
know, | don't think the power anal yses are that
firm | don't know to what extent 85%is the
| evel that's -- that's accepted.

BY MR BAUM
Q Well, here the protocol is specifying

160 patients, correct?
MR. ROBERTS: (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And per this section of the protocol,
Week 8 was the endpoint for efficacy, correct?
MR. ROBERTS: Qbjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And nmeasurenents at Weeks 1, 2, 4 or 6
woul d not be considered efficacy endpoints for study
MD- 18, right?
MR. ROBERTS. (bjection.

THE WTNESS: Endpoints is a word that's
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used pretty | oosely.

BY MR BAUM
Q What was the endpoint week for Study 18?
MR. ROBERTS: (bjection.
THE W TNESS: Endpoi nt week was Wek 8.
BY MR BAUM
Q kay. And it would be inconsistent with

the protocol to suggest that positive results at weeks

earlier than Wek 8 indicated a positive trial
for VMD-18, right?
MR. ROBERTS. (bjection.
THE W TNESS: No.
BY MR BAUM
Q So you coul d neasure the outcone

differently than what the protocol says?
MR. ROBERTS. (bjection,

m scharacteri zes testinony.

out cone

THE W TNESS: Excuse ne, no. You need

to abide by the protocol to neasure your

out cone.

BY MR BAUM

Q So attenpting to neasure the outcone by

results at Weeks 1, 2, 4 or 6 would be i1 nconsi st ent

Wi th the protocol, correct?
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MR. ROBERTS:. (bjection.

THE WTNESS: Not at all.

| mean, if

you' ve got an effect at week 1, that's great.

BY MR. BAUM
Q Al right. Well, is that t
prespeci fi ed endpoi nt?

MR. ROBERTS:. (bjection.

he

THE WTNESS: Primary endpoint.
BY MR BAUM
Q Yeah, the primary endpoint?
A No, those --
MR. ROBERTS: (bjection.
THE WTNESS: Those visits are not
primary.
BY MR BAUM
Q kay. That's what I'mtryi

ng to get at

Is that the outcone of the trial is neasured by the

primary endpoi nt, correct?

MR. ROBERTS:. (bjection.

THE WTNESS: The trial has
endpoi nt .
BY MR BAUM
Q And t he out cone of whet her

a primry

it's positive

or negative is determned by the primary efficacy
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measure, correct?
MR. ROBERTS:. (bjection.

THE W TNESS: Nomi nal |l vy.

BY MR. BAUM
Q What do you nean by "nom nally"?
A I think in the assessnent of the study,

all the results are consi dered.

Q So you |l ook at all of the
A Yeah.
Q But the primary result is

results?

one t hat

determ nes whether or not the FDA wll| accept it as a

positive or a negative outcone, correct?
MR. ROBERTS: (bjection, |

f oundat i on.
THE W TNESS: You know, |

t hi nk of specific exanples, but |

ack of

can't of f hand

don't know

that their thinking is quite that rigid.
BY MR BAUM
Q So it doesn't matter what the primary

ef fi cacy outcone was; is that what you' re saying?

MR. ROBERTS. (bjection,
m scharacteri zes his testinony.

BY MR BAUM

Q You can go pick whatever outcone you
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li ke?

A No. The primary efficacy variable is
| mportant.

Q Wiy is it inportant?

A. Because that's the predesignated nain

basis for reaching concl usions regarding the treatnent

effect.
Q And for MD-18 that was at Wek 8,
correct?
MR. ROBERTS:. (bjection.
THE WTNESS: That was at Wek 8 with
| ast observation carried forward, yes.
BY MR BAUM

Q Thank you. Omtting the Week 8 result
whil e highlighting positive results fromearlier weeks
woul d be inconsistent with the protocol and m sl eadi ng,
woul dn't it?

MR. ROBERTS:. bjection, |acks
f oundati on.
THE WTNESS: Qmtting Wek 8 fromthe
st udy?
BY MR BAUM
Q Onitting the Week 8 result while

hi ghl i ghting positive results fromthe earlier weeks
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1 would be inconsistent with the protocol and m sl eadi ng,

2 ri ght?

3 MR. ROBERTS:. bjection, |acks

4 foundation, calls for specul ation.

5 THE WTNESS: Yeah, |I'mnot clear at al
6 what you' re sayi ng.

7 BY MR BAUM

8 Q Well, if you highlighted the results
9 that occurred at Weks 1, 2, 4 and 6, w thout

10 menti oni ng what happened at Wek 8, you woul d be

11 di scussing results that were different than what the

12 protocol called for as the primry endpoint for NMD 18?

13 MR. ROBERTS: | renew ny objection.
14 THE WTNESS: So now you're talking
15 about the study report?

16 BY MR BAUM

17 Q Study report, the manuscript, posters,
18 anything that's discussing and focusing on the Weks 1,
19 2, 4 and 6 as if they're indicative of whether the

20 trial is positive or not would be inconsistent with the
21 protocol saying that Week 8 is the point of where you
22 make that determ nation, correct?

23 MR. ROBERTS:. bjection, |acks

24 foundation, calls for specul ation.
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THE WTNESS: Well, are you saying the
study report did not provide Week 8 results?
BY MR BAUM
Q "' m not saying that.
I'"'msaying that if a witing were to
focus on the 1, 2 -- Weks 1, 2, 4 and 6 results
wi t hout stating what the Week 8 results, that would be
m sl eading with respect to what the endpoi nt was of
Week 87?
MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: | would say it would be
i mportant to al so provide the Week 8 results.
MR. BAUM Ckay. W have a tape thing
we need to do?
THE VI DEOGRAPHER: W have anot her ten
m nut es.
MR. BAUM  Ch, okay.
MR. ROBERTS: You want to keep going for
anot her ten m nutes.
MR. BAUM Yeah.
MR. ROBERTS: Are you good to go for
anot her ten m nutes?

THE W TNESS:  Yeah.
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1 BY MR BAUM
2 Q Let's go to Page 329, Section "12.2

3 Pati ent Popul ations."

4 Do you see that?

5 A Yes.

6 Q And 12.2.1 is "Random zed popul ati on,

7 the random zed population will consist of all patients

8 random zed into this study."

9 Do you see that?
10 A Yes.
11 Q So that's a protocol defined

12 random zati on popul ati on, correct?

13 MR. ROBERTS: (bjection.

14 THE W TNESS: Excuse ne?

15 BY MR BAUM

16 Q It's a protocol defined definition for

17 t he random zed popul ation for MD- 18, correct?

18 MR. ROBERTS. bjection.
19 THE W TNESS: That appears to be the
20 case, yeah.

21 BY MR BAUM
22 Q And then the next one down says "12.2.2
23  Safety popul ation, the safety population will consi st

24 of all random zed patients who receive at | east one
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1 dose of double-blind study nedication."

2 Do you see that?

3 A Yes.

4 Q And next one down, 12. 2.3,

5 Intent-to-Treat population, the intent-to-treat

6 popul ation (ITT) -- the intent-to-treat (ITT)

7 popul ation will consist of all patients in the safety

8 popul ati on who conpl ete at | east one post-baseline

9 efficacy evaluation of the primary efficacy vari abl e.

10 Do you see that?

11 A Yes.

12 Q That's the intent-to-treat popul ation

13 right?

14 MR. ROBERTS: (bjection.

15 THE WTNESS: That's the intent-to-treat
16 popul ati on as defined here in the protocol,

17 yeah.

18 BY MR BAUM
19 Q Okay. And does the intent-to-treat

20 popul ation apply to a random zed bl inded popul ati on for

21  MD- 187
22 A Yeah.
23 Q And if the patients were unblinded at

24 basel i ne before the first evaluation at Wek 1, they
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weren't valid nenbers of the intent-to-treat
popul ati on?
MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: Wiit. |[If they did not
recei ve a post-baseline efficacy assessnent?
BY MR BAUM
Q If they were unblinded at baseline
before the first evaluation at Week 1, they weren't

valid nmenbers of the intent-to-treat popul ation, were

t hey?
MR. ROBERTS: (bjection.
THE WTNESS: Well, this doesn't say
anyt hi ng about bl i ndi ng.
BY MR BAUM

Q kay. |I'masking you if patients were
unbl i nded at baseline before their first eval uati on,
woul d they be considered valid nenbers of the
i ntent-to-treat popul ation?

MR. ROBERTS. (bjection, calls for
specul ati on.

THE WTNESS: |f they were unbli nded,
then their -- then their validity -- | would

say they're definitely nenbers of the ITT
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1 popul ation. Their validity would be open to
2 guesti on.

3 BY MR BAUM

4 Q What do you nean by that?
5 A. Because they had a protocol violation.
6 Q So the scientifically appropriate thing

7 to do would be to exclude patients unblinded at

8 baseline fromthe efficacy outcome neasure, right?

9 MR. ROBERTS: (bjection. He's not an
10 expert. Calls for specul ation.

11 THE WTNESS: Patient unblinded at

12 basel i ne.

13 BY MR BAUM
14 Q Shoul d not be included in efficacy

15 nmeasures for a double-blind, placebo-controlled trial?

16 MR. ROBERTS: (bjection, calls for

17 specul ati on.

18 THE WTNESS: If -- | would say that if
19 you have patients who are unblinded, then it
20 woul d be -- you woul d probably do anal yses of
21 bot h groups.

22 BY MR BAUM
23 Q And t he anal yses of both groups ought to

24 be conveyed to physicians and scientists who are
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1 evaluating the nerits of a drug |ike Cel exa?

2 MR. ROBERTS. (bjection, calls for
3 specul ati on.

4 THE WTNESS: |1'd say if -- can you
5 repeat the question?

6 BY MR BAUM
7 Q That you said that you should do both

8 eval uations, correct?

9 MR. ROBERTS: (bjection.
10 THE WTNESS: |'d say that would be one
11 sol uti on.

12 BY MR BAUM
13 Q The fact that you did both eval uations
14  that you had an unblinding problem should be conveyed

15 to physicians?

16 MR. ROBERTS: (bjection, assunes facts
17 not in evidence.

18 THE WTNESS: Well, you got a study and
19 there's an unblinding problem that's what

20 your --

21 BY MR BAUM
22 Q Correct.
23 A And so now the study is conpl eted and

24 anal yses are conducted, what are you asking ne?
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Q Referring back to the answer you gave ne
a mnute ago where you said that you thought -- |
suggested that they should -- that the unblinded
patients at baseline ought not to be included in an
ef fi cacy eval uation.
Do you renenber that?
MR. ROBERTS. bjection,
m scharacterizes testinony. You can answer.

THE WTNESS: That's what you said.

BY MR BAUM
Q Yeah, do you recall ny having asked you
t hat ?
MR. ROBERTS. (bjection.
THE W TNESS: Yeah.
BY MR BAUM
Q And you responded that -- | suggested
t hey should not be included at all, and you said, well,

maybe what we ought to do is have an anal ysis done with
t he unblinded patients in and an analysis with the
unbl i nded patients out.
Do you recall that?
A Yeah.
MR. ROBERTS. bjection,

m scharacterizes testinony.

ol kow Technol ogi es, I nc. Page 168




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

BY MR BAUM
Q And what | then was asking is so both
anal yses ought to be conveyed to physicians and
academ cs evaluating the nerits of a study like that,
correct?
MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: It would be hard for ne to
specul ate on that.
BY MR, BAUM
Q Wel |, the conveying to physicians and
academcs only the result with the unblinded patients
i ncl uded woul d be m sl eading, wouldn't it?
MR. ROBERTS: (bjection, calls for
specul ati on.
THE W TNESS: Not necessarily.
BY MR BAUM
Q So it would be okay to do that?
MR. ROBERTS. (bjection, calls for
specul ati on, m scharacterizes testinony.
THE WTNESS: | nean, you're talking
about a pretty conpl ex specul ative situation.
You' re tal ki ng about communi cations in sone

unknown forum | nean, it's pretty hard for ne
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to respond to what you're asking. And you're
tal ki ng about very detailed information about a
st udy.
BY MR BAUM
Q Do you think it would be inportant for
physi ci ans and academ cs who are receiving a nmanuscri pt
or a poster or a PowerPoint presentation regarding
CIT-MD-18 for themto know that there were patients who
had unblinding informati on at basel i ne?

MR. ROBERTS. (bjection, calls for
specul ati on, |acks foundati on.

THE WTNESS: Could you repeat the
guesti on?

MR. BAUM Can you read the question
back to him

(The court reporter read back the record
as requested.)

THE WTNESS: | would say based on the
docunents that | received -- that | |ooked at
yest er day, no.

BY MR BAUM
Q No need to convey that information to
academ cs, physicians or parents who are considering

having their child take a drug?
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MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: | think that to include --
I ncl ude i n communi cations to physician sone
i nformati on regardi ng every protocol violation
in the study would be inpractical.
BY MR. BAUM
Q What about when it determ nes or affects
whet her or not the P-value is significant or not?
MR. ROBERTS. (bjection, calls for
specul ati on, |acks foundati on.

THE W TNESS: Can you repeat the

guesti on.
BY MR BAUM
Q What if the violation results in the

P-val ue change going frominsignificant to significant,
dependi ng on whet her you included the unblinded
patients?
MR. ROBERTS. (bjection, calls for
specul ati on, |acks foundati on.
THE WTNESS: Again, it would depend
upon the overall extent of information.
BY MR, BAUM

Q By your standards it would be okay to
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1 omt that information?

2 MR. ROBERTS:. (bjection,

3 m scharacterizes w tness' testinony.

4 THE WTNESS: | nean, you're talking

5 about a speculative situation with a |ot of

6 vague -- | nean, every study has many protocol
7 violations. There's no study that's done

8 wi t hout protocol violations. Those can't be
9 communi cated in a top line presentation of a
10 study results.

11 MR BAUM W're going to cone right

12 back to that, but we have to change the tape.
13 MR. ROBERTS. Do you want to take a

14 little break?

15 THE VI DEOGRAPHER: W' || be going off
16 the record at 10:55 a.m This marks the end of
17 Medi a 2.

18 (Brief recess.)

19 THE VI DEOCGRAPHER: W are back on the
20 record at 11:01 a.m This marks the begi nning
21 of Media 3.

22 Go ahead, counsel or.

23 BY MR BAUM

24 Q Al right. So can you explain to the
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jury what a study report is?
A A study report is a witeup of the
results of a study.
Q Supposed to be presented to the FDA for
evaluating clinical trial's results?
MR. ROBERTS:. bjection.
THE WTNESS: Study reports get

submtted to the FDA and t he FDA eval uat es

them yes.
BY MR BAUM
Q They shoul d be accurate?

MR. ROBERTS: (bjection.

THE W TNESS:  Yes.

BY MR BAUM

Q Do you know who created the study report
for MD 187

A No.

Q Did you participate in creation of the

study report for ND 18?

A |'ve seen docunents that indicate | did.
Q Did you edit the study report for NMD 187
A Did1?

Q Edit the study report for MD 187

A Edit?
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1 Q Yes.
2 A. Yeah, | provided comments.
3 Q So | think I've already handed you

4 Exhibit 10, can you pull that up again.

5 And Exhibit 10 has this e-mail that was
6 sent to you on April 10th of 2002, and it has "find

7 attached the final, sign-off copy of cital opram

8 pediatric study 18."

9 Do you see that?
10 A Yes.
11 Q Were you anong the individual s who

12 signed off for the accuracy of study MD 187

13 MR. ROBERTS: (bjection.

14 BY MR BAUM

15 Q Study report?

16 A Signed off for the accuracy? | don't

17 know if |'d would put it that way.

18 Q How woul d you put it?

19 A Well, if | signed the study report, then
20 | approved it.

21 Q Did you review the tables for the

22 primary efficacy outcone data?
23 A | have no recoll ection of doing so.

24 Q Do you know whet her or not you did?
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A Do | know whether or not | did? | nust
have.

Q Was the CI T-MD-18 study report submtted
to the FDA?

A Yes.

Q Did you decide which tables would be the
main -- would be in the main text of the study report

and whi ch woul d be in the appendi x?

MR. ROBERTS: (bjection.

THE WTNESS: | don't know.
BY MR BAUM
Q Do you know who di d?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Do you know whose responsibility it was?
A No.
Q Did you review t he appendi ces for Study

18's study report?
A | don't know.
MR. BAUM Let's go to Exhibit 11.
(Docunent marked for identification as
Fli cker Deposition Exhibit No. 11.)

MR WSNER: Can we go off the record.

ol kow Technol ogi es, I nc. Page 175




Charl es Flicker, Ph.D.

1 THE VI DEOGRAPHER: We will be going off

2 the record at 11:05 a.m This marks the end of
3 Medi a 3.

4 (Pause.)

5 THE VI DEOCGRAPHER: W are goi ng back on
6 the record at 11:08 a.m This nmarks the

7 begi nni ng of Media 4.

8 Go ahead, counsel or.

9 BY MR BAUM
10 Q kay. So |'ve handed you what we've

11 mar ked as Exhibit 11. Yes, no?

12 MR. ROBERTS: | don't think so.
13 MR BAUM Oh, here it is.
14 MR ROBERTS: Now we have.

15 BY MR BAUM
16 Q Which is the study report for MD-18, and
17 I f you ook at the mddle of the page it says "Report

18 Date: April 8, 2002."

19 Do you see that?

20 A Yes.

21 MR. ROBERTS. Let the record reflect
22 that it's excerpted pages fromthe study
23 report.

24 BY MR BAUM
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Q And since this docunent is actually
2,135 pages long, only certain parts have been sel ected
here as the exhibit.

Have you seen sections of the

protocol -- | nmean of the study report for MD 18
bef ore?
A "' msure | have.
Q Have you seen it in the last few days to

refresh your recollection?
A Yes.
Q Ckay. So | want to take you through
specific sections of it.
Do you see that the initiation date on
t he cover page here says January 31, 2000.
Do you see that?
A MM hmm
Q What is that date?
MR ROBERTS: Just so we have on the
record, what's the difference between Exhibits
10 and 11 that are both study reports?
MR. BAUM They're the sane.
MR. ROBERTS: Gkay. Just different
excer pts?

MR. BAUM Wel |, yeah, and one had an
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e-mail attached to it. It was about the
sign-of f sheet issue.
MR. ROBERTS: Ckay.
MR BAUM Al right. So this one is
focused in on the study report itself?
MR. ROBERTS: (kay.
BY MR BAUM

Q So what is the initiation date,
January 31, 2000; what is that?

A Probably first patient entered the
study. | don't know what the different definition is
of that, but basically first patient entered the study,
| believe.

Q So prior to that, there was a protoco
and there was efficacy nmeasures were determ ned and how
the pills are going to be delivered and what the
| ead-in period -- howlong it's going to be and what
patient is going to take during the |ead-in period and
what tests are going to be done per the protocol,
that's all set up. And then at some point around
January 31, 2000, the patient shows up and does what's
I n the protocol ?

MR. ROBERTS. (bjection.

BY MR BAUM
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1 Q Is that generally correct?

2 A That woul d be very close to ny overal
3 understanding of what the initiation date neans.

4 Q Ckay. And then the conpletion date is

5 10 April 2001.

6 Do you see that?

7 A Yes.

8 Q VWhat is that?

9 A That woul d approxi mately be the | ast day

10 that a patient conpleted the study.

11 Q Ckay. And relative to MD-18 with

12 respect to statistical significance, a P-value its used
13 to determ ne the presence or absence of statistical

14 significance, correct?

15 MR. ROBERTS. bjection.
16 THE WTNESS: A P-value is derived from
17 the statistical analysis, yes.

18 BY MR BAUM
19 Q And the P-value of less than .05 is the

20 threshold for statistical significance, correct?

21 MR. ROBERTS: (bjection.
22 THE WTNESS: P of .05, that's the usua
23 nom nal |evel for statistical significance.

24 BY MR BAUM
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Q Let's go to Page 69 under "Efficacy
Eval uati ons" and go to the second paragraph under 10. 1.
Do you see that?
A M hmm

MR. ROBERTS: It's the one that starts

"At Week 8."
BY MR. BAUM
Q Yeah. So it says "At Wek 8, the LOCF

anal ysi s conparing the nean change from baseli ne and

CDRS-R in the cital opram and pl acebo groups

denonstrated a statistically significant treatnent

effect in favor of cital opram (p=0.038; see Panel 11)."
Do you see that?

A Yes.

Q So according to this, the CDRS-R was a
positive for efficacy, correct?

A If by positive for efficacy you nean
denonstrated a statistically significant treatnent
effect, yes.

Q Because it had a P-value of |ess than
.05, correct?

MR. ROBERTS: Qbjection.
THE WTNESS: A P of .038.

BY MR BAUM
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Q And that's less than .05, correct?

A Yes.

Q And then if you go further down the
page -- | want to go actually over to Page 70 and under
panel -- in Panel 11, at the top there, do you see that

the P-value on the right is .038.
Do you see that?

A Yes.

Q And that's the change from baseline to
Wek 8 in the CDRS-R rating scale, correct?

MR. ROBERTS. (bjection.
THE W TNESS: Yes.
BY MR BAUM

Q And if you go further down this page to

t he paragraph that starts "Appendi x."
Do you see that?

A Yes.

Q And it says, "Appendix Table 6 presents
the results fromthe LOCF anal ysis for the change from
baseline to Wek 8 excluding data from9 patients for
whom t he study blind was potentially conprom sed (see
Section 5.3.4)."

Do you see that?

A. Yes.
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BY MR BAUM

Q

BY MR BAUM

Q

Did you wite that sentence?
| don't know.

MR. ROBERTS: (bjection.

Let's go to Page 244.

M5. KI EHN: | didn't hear the answer.

THE WTNESS: | don't know.

Do you have any reason to doubt that you

m ght have witten it?

A

BY MR BAUM

Q

| don't doubt that | m ght have witten

MR. ROBERTS: (bjection.

Well, we'll conme up on that, so let's go

to Page 244 of this exhibit.

MR ROBERTS: |It's towards the back,

al nrost all the way in the back.

BY MR BAUM

Q

And this is Appendi x Table 6, do you see

that at the top?

A

Q

Mn hnmm  yes.

And it says, "Change from Baseline

CDRS-R after 8 weeks, ITT Sub-popul ation - LOCF."

ol kow Technol ogi es,

I nc. Page 182




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

Do you see that?
A Yes.
Q And then in a footnote at the bottom it
says, "Note: Patients (105, 113, 114, 505, 506, 507,

509, 513, 514) with drug dispensing error are

excl uded. "
Do you see that?
A Yes.
Q Did you draft that |ine?
A | don't know.
Q Do you think you m ght have?
MR. ROBERTS: (bjection.
THE WTNESS: It's possible that | did.
BY MR BAUM
Q So these were the nine patients in

Cl T-MD- 18 who were subject to a dispensing error,
correct?

MR. ROBERTS. bjection.

THE WTNESS: | don't know that. |

| ear ned yesterday that there were nine such

patients.
BY MR BAUM
Q kay. And this table is saying there's

an anal ysis being done with those patients excl uded,
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correct?
A That' s ny under st andi ng.
Q And if you | ook over to the next page.
MR. ROBERTS: Page 9467
MR. BAUM Yes.
BY MR BAUM
Q And if you |l ook at the -- over on the

right, see that P-value of .052?

A Yes.

Q That's above .050, correct? That was on
both of them sorry.

It's al so on Page 244? Both of these

have t hat.
MR. ROBERTS: The two pages are exactly
t he sanme?
MR. BAUM Yeah, yeah, they are the
same. | don't know what -- | don't know how

t hat happened. All right, so sorry about that.
BY MR BAUM

Q So referring back to Page 244, just to
be clear, and relative to the -- this table that has,
according to the note, the patients subject to the
di spensing error excluded, the Wek 8 result for the

change from baseline of CDRS after 8 weeks had a
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P-val ue of .052, correct?
MR. ROBERTS:. (bjection.

THE W TNESS: Yes.

BY MR BAUM
Q And that's greater than .050, correct?
A .052 is greater than .050.
Q And that's not a statistically

significant outcone, is it?
MR. ROBERTS: (bjection.
THE WTNESS: It depends upon what
criterion is being used.
BY MR BAUM

Q If the criterion prespecified in the
study report was .050, |ess than .050 determ nes
statistical significance, a result of .052 was not
statistically significant, correct?

MR. ROBERTS: Qbjection, calls for
specul ati on.

THE WTNESS: A P-value of .052 given a
speci fied nom nal |evel of significance |ess
than . 050 woul d not neet that criterion.

BY MR BAUM
Q So it was negative, not in favor of

Cel exa's efficacy, correct?
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MR. ROBERTS: (bjection,
m scharacterizes testinony.
THE WTNESS: | wouldn't call that
negative, no.
BY MR BAUM
Q It's non-statistically significant
P-val ue, correct?
MR. ROBERTS. (bjection.
THE WTNESS: It fails to neet the
criterion of statistical significance.
BY MR BAUM
Q So by excluding these nine patients, the
P-value went froma statistically significant .038 to a
statistically insignificant .052, right?
MR. ROBERTS:. bjection,
m scharacteri zes the docunent.
THE W TNESS: Yeah, | don't think the

statistically insignificant is a word that |

woul d use.
BY MR BAUM
Q What woul d you use?
A I would say based on the data we're

| ooking at it, the P-value seens to have gone from. 038

to .052.

ol kow Technol ogi es, I nc. Page 186




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

Q And that crossed the .050 requirenent
for statistical significance for CT-MD 18, correct?
MR. ROBERTS. (bjection.
THE WTNESS: The .038 was bel ow the
criterion for statistical significance, and the
. 052 was slightly above.
BY MR BAUM
Q Right. So by excluding the nine
patients, the P-value went from being bel ow the . 050
criterion to being above the .050 criterion, correct?
MR. ROBERTS. (bjection.
THE W TNESS:. Yeah.
BY MR BAUM
Q And that would be the difference between
the CI T-MD 18 being considered a positive or a negative
trial under its primary efficacy neasure, correct?
MR. ROBERTS: Qbjection.
THE W TNESS: No.
BY MR BAUM
Q So the primary efficacy neasure with
t hese nine patients excluded was statistically
significant; is that what you're saying?
MR. ROBERTS. bjection,

m scharacterizes testinony.
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THE W TNESS: No.
BY MR BAUM
Q So it was not statistically significant?
MR. ROBERTS: (bjection,
m scharacterizes testinony.

THE W TNESS: Can you repeat the

guesti on.
BY MR BAUM
Q The primary outcone neasure for

CIT-MD>-18 with the nine patients excluded was not
statistically significant?
MR. ROBERTS: (bjection.
THE WTNESS: The analysis with the nine
patients excluded appears to not be above the
criterion of .O05.
BY MR BAUM

Q So that would be the difference between
its being positive or negative under the primary
efficacy neasure, correct?

MR. ROBERTS:. (bjection.

THE W TNESS: Between what being
positive or negative?

BY MR. BAUM

Q I ncl udi ng or excluding those nine
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1 patients.

2 MR. ROBERTS:. (bjection.
3 THE WTNESS: Can you repeat the
4 guesti on?

5 BY MR BAUM

6 Q By excluding the nine patients who are

7 subject to the dispensing error, the P-value went from
8 .038 to .052, correct?

9 MR. ROBERTS: (bjection.

10 THE W TNESS: Yes.

11 BY MR BAUM

12 Q And that's crossing the barrier of the

13 . 050 barrier between what woul d be considered a

14 positive result and a negative result per the protocol

15 for the primary efficacy neasure, correct?

16 MR. ROBERTS: (bjection.

17 THE WTNESS: | didn't see that in the
18 protocol. The protocol specified a statistical
19 significance | evel of .O05.

20 BY MR BAUM

21 Q That's correct. So if the protocol

22 specified .050 as the criterion for determ ning

23 statistical significance and a positive result for the

24 primary efficacy neasure, going from.038 to .052
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crossed that line frombeing positive outcone to
negati ve outcome, correct?
MR. ROBERTS. bjection,
m scharacteri zes testinony, asked and answer ed.
THE WTNESS: | would regard that as a
pretty vague and i nconpl ete assessnment of the
study results.
BY MR BAUM
Q So .052 was statistically significant;
is that what you're saying?
MR. ROBERTS: bjection,
m scharacteri zes statenent, asked and answer ed.
THE WTNESS: .052 is above the criteria

for statistical significance.

BY MR BAUM
Q So it was not statistically significant?
MR. ROBERTS: (njection, asked and
answer ed.

THE WTNESS: |It's above the criterion
for statistical significance.

MR. BAUM | want ny question answered,
and you have to quit guiding him

MR. ROBERTS:. | haven't been --

MR. BAUM You are guiding him
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MR. ROBERTS. |I'mgiving the --

MR- BAUM You need to knock it off.

MR. ROBERTS. -- reason for ny
obj ecti on.

MR BAUM  Just knock it off.

MR. ROBERTS: That is totally all owed
under the rules. You're not getting the answer
that you want. No reason to raise your Vvoice.

MR BAUM | want ny --

MR. W SNER: Respectfully, he has not
answered the question.

MR BAUM | want ny --

MR. ROBERTS: Respectfully, if Kristin
can't talk, you can't talk

MR. BAUM | want ny question answered

MR. ROBERTS: He has answered your
guestion tw ce now.

MR. BAUM No, he's changed the question
and answered a different question.

MR. ROBERTS: You just don't |ike your
answer .

MR. BAUM Ckay. |'mgoing to be adding

extra time for your interfering. Every tine --
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MR. ROBERTS:
MR. BAUM Yes
| am going to be add
MR. ROBERTS:
MR. BAUM  You
MR. ROBERTS:
BY MR BAUM
Q So what | want
questi on.
MR, ROBERTS:
MR, BAUM
(The court

rep

as requested.)

| talked like two m nutes.
, for every interference,
ng time.
You're wasting tine.

are wasting tine.

Ckay.

s an answer to ny

For a third tinme.

Read t he questi on.

orter read back the record

MR. ROBERTS: (bjection.
THE WTNESS: That's not enough
information for ne to --
BY MR BAUM
Q The .052 was not a statistically
significant P-value, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: .052 is the above the
criterion for statistical significance.
BY MR BAUM
Q So you're answering a different question

ol kow Technol ogi es,

I nc.

Page 192




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

t o what

" m aski ng you.

| want to know is .052 a not

statistically significant P-val ue?

MR. ROBERTS: (bjection, asked and

answered, calls for specul ation.

BY MR BAUM

THE WTNESS: | can't really answer that
guesti on.
Q Way not ?

MR. ROBERTS:. (bjection.

THE W TNESS: Because | think the

| anguage is of questionable validity.

BY MR BAUM
Q So the P-val ue determ nation, per the
protocol, is whether it's above or below .050, correct?
MR. ROBERTS: (bjection.
THE WTNESS: That was the -- actually,
| don't even know that. |Is that in the

protocol? In the power analysis it nentions

. 05.

MR. BAUM Ckay. W're going to take a

br eak.

THE VI DEOCGRAPHER: W wi || be

goi ng off

the record at 11:25 a.m This narks the end of

ol kow Technol ogi es, I nc.

Page 193




Charl es Flicker, Ph.D.

1 Medi a 4.

2 (Pause.)

3 THE VI DEOGRAPHER: We are back on the

4 record at 11:27 a.m This marks the begi nni ng
5 of Media 5.

6 Go ahead, counsel.

7 BY MR BAUM

8 Q So we're going back to Exhibit 9, which
9 Is the protocol. Take a | ook at Page 330.

10 MR. ROBERTS. Hold on, let me get there.
11 BY MR BAUM

12 Q Under Section 12.5 Efficacy Analysis --
13  Efficacy Anal yses.

14 A Yes.

15 Q kay. It says, "All efficacy anal yses
16 wll be based on the ITT population, i.e., patients who
17 took at | east one dose of study nedication and had at
18 | east one post-baseline efficacy assessnent of CDRS-R
19 score. Al tests will be two-sided with 5%

20 significance level for nmain effects.”

21 Do you see that?

22 A Yes.

23 Q Does that indicate to you that the

24 P-val ue needs to be above -- | nmean below .05 for it to

ol kow Technol ogi es, I nc. Page 194




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

be significant?
MR. ROBERTS:. (bjection.
THE WTNESS: This indicates to ne that
It would be less than or equal to .O05.
BY MR BAUM
Q kay. So a P-value of .038 would be
| ess than the 5% significance | evel, correct?
MR. ROBERTS. (bjection, asked and
answer ed.
THE W TNESS:  Yes.
BY MR BAUM
Q And . 052 woul d be above the significance
| evel for the specified outcone, correct?
MR. ROBERTS: (bjection, asked and
answer ed.
THE W TNESS:  Yes.
BY MR BAUM
Q So . 052 woul d be a nonsignificant
P-val ue, correct?
MR. ROBERTS:. (bjection,
m scharacterizes testinony, asked and answered.
THE WTNESS: That's not what | woul d
say.

BY MR BAUM
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Q What woul d you say?
| would say that it fails to achieve
statistical significance, the statistical significance
criterion of .O05.
Q And that's the difference between
whet her or not CIT-MD-18 was a positive study or a
negati ve study, correct?
MR. ROBERTS. (bjection.

THE W TNESS: No.

BY MR BAUM
Q Way not ?
A The overall positive or non-positive

assessnent of the study is based upon the overal
assessnent of the results fromthe study.

Q So if all of the secondary outcone
nmeasures were negative and the observed cases was
negative and the primary outcone neasure is .05 --
P-value is .052, it would be not a positive trial,
correct?

MR. ROBERTS. (bjection, requires
specul ati on.

THE WTNESS: | nean, ny understandi ng
of the interactions with the FDA is that they

are not so narrow mnded. The results froma

ol kow Technol ogi es, I nc. Page 196




Charl es Flicker, Ph.D.

1 clinical trial need to be evaluated in the
2 context of the study and in their overal
3 picture of the results obtained and --

4 BY MR. BAUM
5 Q Soa .0 --
6 MS. Kl EHN: Let himfinish his answer.

7 BY MR BAUM

8 Q You have nore to say?

9 A No, that's good.

10 Q So a P-value of .052 or a P-val ue above
11 .05 woul d not have a bearing on whether or not a study

12 was consi dered positive or negative?

13 MR. ROBERTS. (bjection, asked and

14 answered, m scharacterizes the w tness'

15 t esti nony.

16 THE WTNESS: The P-value criterion is a
17 I nportant tool in the assessnent of the study's
18 out cone.

19 BY MR BAUM

20 Q And a P-val ue of above .050 would
21 indicate that it was a statistically insignificant
22 result and not positive for the drug, correct?

23 MR. ROBERTS. (bjection, asked and

24 answer ed.
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THE WTNESS: | wouldn't say that.
BY MR BAUM
Q So it's your testinony that a P-val ue
above . 050 suggests that the trial is positive for a
drug; is that what you're saying?
MR. ROBERTS: (bjection,
m scharacterizes testinony, asked and answer ed.
THE WTNESS: | wouldn't say that.
MR, ROBERTS: Now you can go.
THE WTNESS: | wouldn't say that, no.
MR. BAUM  Ckay.
MR ROBERTS: Are we done with 9, or are
we still on Exhibit 9?
MR. WSNER: Why don't you just wait
until he asks the next question.
MR. ROBERTS:. If Kristin can't talk, you
can't talKk.
MR. BAUM You're just adding tine.
MR ROBERTS: So are you.
BY MR BAUM
Q Okay. So the difference between a
P-val ue of .038 with the nine patients included and the
.052 P-value with the patients subject to the

di spensing error not included would be a substanti al

ol kow Technol ogi es, I nc. Page 198




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

di fference, correct?

MR. ROBERTS. (bjection, calls for
specul ati on.
THE WTNESS: Incorrect.
BY MR BAUM
Q Wy ?
A. It's a trivial difference, .014.
Q And so the fact that it crosses the .05

barrier is insignificant to you?

MR. ROBERTS:. bjection,

m scharacterizes the wi tness' testinony.

THE W TNESS:  No.
BY MR BAUM
Q It is significant?

MR. ROBERTS. bjection.

THE WTNESS: It has an inpact upon how

the results are interpreted.

BY MR BAUM
Q So it's a substantial difference?
A No.
MR. ROBERTS: (bjection.
BY MR BAUM
Q So if it has an inpact, but it's --

never m nd.
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1 This -- I'"'mgoing to refer you back to
2 this Appendi x Table 6.

3 MR. ROBERTS. |Is that Exhibit 107?

4 MR, BAUM Yes.

5 MR WSNER No, it's Exhibit 11.

6 MR BAUM It's Exhibit 11, sorry.

7 MR. ROBERTS:. kay, thank you.

8 BY MR BAUM

9 Q You see that the subpopulation is 166
10 patients. |It's 81 in the placebo group and 85 in the
11 cital opram group?

12 A Ckay.

13 Q That's actually a difference of eight

14  between the 174 that are included in the table used for
15 the study reports Panels 11 and 12.

16 Do you know why there was only a

17 difference of eight instead of nine?

18 MR. ROBERTS. bjection.

19 THE W TNESS: No.

20 BY MR BAUM

21 Q The 166 patients that were on this table
22 are greater than the 160 patients needed to power

23 CT-M>18, right?

24 MR. ROBERTS. (bjection.
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THE W TNESS: The study protocol called

for 160 patients.
BY MR BAUM

Q And this is 166, so it's greater than
t hat, correct?

A 166 is greater than 160.

Q kay. So let's go back to Page 70 of
t he study report, and under Panel 12, it says, Appendi X
Tabl e 6 presents the results fromthe LOCF anal ysis for
t he change from baseline to Wek 8 excluding data from
the 9 patients for whomthe study blind was potentially
conprom sed (see Section 5.3.4). The results fromthe
Week 8 LOCF anal ysis conparing the nean change from
baseline in CDRS-R in the cital opram and pl acebo groups
was not substantially affected by the exclusion of
those patients. The LSM difference decreased from. 46
to .43 and the P-value increased from.038 to .052.
Do you see that?
Yes.
Do you know who drafted that |anguage?

| think | saw it yesterday.

o > O >

And who drafted that | anguage?
MR. ROBERTS. (bjection.

THE WTNESS: | think | did.
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BY MR BAUM
Q And here it says that "9 patients for
whom t he study blind was potentially conprom sed.”
Do you see that?
A Yes.
Q Do you recall there being discussions at
Forest about how to characterize the dispensing error
t hat occurred during the conduct of study MD 18?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Are you aware that the discussions did
occur including you regarding how to characterize the
di spensing error?
MR. ROBERTS. bjection.

THE W TNESS: How to characterize? |

mean, | saw docunents regardi ng the di spensing
error.

BY MR BAUM
Q Well, do you think it's an accurate

characterization of CIT-MD>-18 to say that the study
blind was potentially conprom sed?
MR. ROBERTS. (bjection.

THE W TNESS: Yes.
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BY MR BAUM
Q You don't think it was actually
conproni sed?
A For certain patients.
Q Do you think -- you don't think it was
actually conprom sed for those certain patients?
MR. ROBERTS:. (bjection.
THE WTNESS: Well, | don't know, but |
think it seens to ne -- well, |I'm specul ati ng.
What's the question again?
BY MR BAUM
Q You don't think that the blind was
unm stakenly violated for these nine patients?
A No.
MR. ROBERTS. bjection.
BY MR BAUM
Q You don't think that the blind was
conpronm sed for these nine patients?
MR. ROBERTS: bjection. He testified
he doesn't recall the dispensing error.
THE WTNESS: | think it was potentially
conprom sed. Seens to ne perfectly possible
t hat none of those nine patients had any hint

what soever of what their treatnment group was.
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BY MR BAUM
Q But the investigators knew, right?

MR. ROBERTS. bjection,

m scharacterizes testinony. No foundation.

THE WTNESS: | don't know.

BY MR BAUM
Q Were the investigators infornmed what
patients had received the dispensing error tablets?

MR. ROBERTS: (njection, |acks
f oundati on.

THE WTNESS: | did see a docunent that
communi cated to the investigators that there
was a di spensing error.

BY MR BAUM
Q So they woul d have known which patients
recei ved the dispensing error tablets, correct?

MR. ROBERTS: Qbjection,

m scharacterizes testinony.

THE W TNESS: That would require
specul ation. The investigators would have to
take further steps.

BY MR BAUM
Q Forest took steps to informthe

I nvestigators which patients received the dispensing
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error tablets, correct?
MR. ROBERTS:. (bjection,
m scharacterizes the witness' testinony,
requi res specul ati on.
THE WTNESS: What's the question?
BY MR BAUM
Q Forest communi cated to the investigators
whi ch patients had received di spensing error tablets,
correct?
MR. ROBERTS:. (bjection.
THE WTNESS: That | don't know. |
mean, any -- they identified which supplies.
Based on what | saw, they identified which
supplies were incorrectly packaged.
BY MR BAUM
Q Did they also identify which patients
were provided the incorrect tablets?
MR. ROBERTS. bjection.
THE WTNESS: | don't know.
BY MR BAUM
Q | just wanted to adnoni sh you that |
want you to tell nme the truth. | don't want you to
tell nme things based on what he's objecting. | want

you to tell nme what you recall
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1 MR. ROBERTS. (bjection. He is telling
2 the truth.

3 BY MR BAUM

4 Q And | want you to be able to tell ne

5 what you actually know, not what you are tipped off by

6 the objections, but by what you actually recall.

7 MR. ROBERTS. That's what your --

8 M5. KIEHN: He testified he doesn't --
9 MR. ROBERTS: The witness is

10 testifying --

11 M5. KIEHN: -- recall the unblinding.
12 MR. ROBERTS: He testified he doesn't
13 recall the unblinding. The witness knows he's
14 under oath, and the witness is telling the

15 truth.

16 THE WTNESS: | don't actually recal

17 anything with the unblinding that you're

18 tal ki ng about. |'m basing anything | say based
19 upon docunents | saw yesterday.

20 BY MR BAUM

21 Q kay. So do you know who the target
22 audi ence was for the CIT-MD 18 study report?

23 MR. ROBERTS. (bjection.

24 THE W TNESS: FDA
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1 BY MR BAUM

2 Q Did the FDA deci de whether to approve
3 Forest's request for a Lexapro pediatric major

4  depressive disorder indication partially on the basis

5 of the study report for Cl T-MD 18?

6 MR. ROBERTS:. bjection.

7 THE WTNESS: CIT-MD-18 was filed in

8 support of the Lexapro -- of the Lexapro child
9 and adol escent depression indication.

10 BY MR BAUM

11 Q If they accepted this characterization
12 of the P-value shift from.038 to .052 not being

13  substantial, they would have been msled, right?

14 MR. ROBERTS: (bjection.

15 THE W TNESS: No.

16 BY MR BAUM

17 Q Had an inpact on the validity of the

18 out conme, correct?

19 MR. ROBERTS:. (bjection.
20 THE WTNESS: Wat had an inpact on the
21 validity?

22 BY MR BAUM
23 Q The shift from P-value of .038 to .052.

24 MR. ROBERTS. (bjection.
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THE W TNESS: Does that shift have an
i npact upon the validity of the outconme of the
st udy?

MR. BAUM Yes.

MR. ROBERTS. bjection.

THE W TNESS: No.

BY MR BAUM
Q Way not ?
A It's trivial.
Q So it's trivial because the difference

between .038 and .052 is .014; is that what you're

sayi ng?
MR. ROBERTS: (bjection.
THE WTNESS: |'d say that's part of the
r eason.
BY MR BAUM
Q And so it didn't matter whether it

crossed the .050 barrier, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: | would say that needs to
be taken into consideration.
BY MR BAUM
Q So it's a factor to take into

consi der ati on?
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MR. ROBERTS:. (bjection.

THE W TNESS: Yes.

BY MR BAUM
Q And it is an inportant factor, isn't it?
MR. ROBERTS. bjection.
THE WTNESS: It's a factor.
BY MR BAUM
Q Let's go to Page 100, which is Table
3.1

So if you look at Table 3.1 it says the
Primary Efficacy, Change from Baseline in CDRS-R, do
you see that, after 8 Weks.
A Yes.
Q If you add the patients up there, you'll

see that there's 85 placebo and 89 cital opram patients,

correct?
A Yes.
Q And that added up to 174, correct?
A | agree.
Q So this table included the patients who

had the di spensing error, right?
MR. ROBERTS: Qbjection.
THE WTNESS: | woul d assune so.

BY MR BAUM
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Q Do you know why this table was included
as a primary efficacy outcone and not Appendi x Table 6?

MR. ROBERTS. (bjection.

THE W TNESS: Because this is the ITT
popul ati on.

BY MR BAUM
Q Al right. So there was a validity
problemw th sone of those patients, though, correct?

MR. ROBERTS: (bjection.

THE WTNESS: The validity of those
patients, those patients' blind was potentially
conprom sed, yes.

BY MR BAUM
Q So why not just exclude those?
MR. ROBERTS. bjection.
THE WTNESS: Well, that was the purpose
of the other table.
BY MR BAUM

Q Wel |, the purpose could al so be that
that other table could have been the prinmary efficacy
outcome, and this could have -- this Table 3.1 could
have been in Appendix 6 as additional infornmation,
correct?

MR. ROBERTS. (bjection.
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1 THE WTNESS: Well, the protocol

2 specifies an I TT popul ation, so excluding the
3 patients, excluding those patients would not
4 have been consistent with the analysis, the

5 popul ati on group defined in the protocol, or
6 you woul d have had to anmend the protocol.

7  BY MR BAUM
8 Q Do anmendnents get done to correct

9 m st akes?

10 MR. ROBERTS:. (bjection.
11 THE WTNESS: It's possible to anend a
12 prot ocol, yes.

13 BY MR BAUM

14 Q To correct m stakes, correct?

15 MR. ROBERTS. bjection.

16 THE WTNESS: For any reason, to add an
17 ef fi cacy neasure or sonething.

18 BY MR BAUM

19 Q And do you think it should have been

20 noted that the primary efficacy nmeasure included these
21  eight patients wherever this primary efficacy neasure
22 was di ssem nated?

23 MR. ROBERTS. (bjection.

24 THE W TNESS: No.
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BY MR BAUM
Q Because it's not substantial --
MR. ROBERTS. (bjection.
BY MR BAUM
Q -- per you?
A What' s not substantial ?
Q To include eight patients whose out cones

wer e questionably valid?
MR. ROBERTS: (bjection.
THE WTNESS: | would agree that the
difference in the results was not substantial,
yes.
BY MR BAUM

Q Ckay. So that's kind of answering a
di fferent question than what | asked. Shouldn't there
be an asterisk of sonme formon Table 3.1 to indicate
that it includes patients whose outcones may have not
been valid because they were unblinded at baseline?

MR. ROBERTS. (bjection, calls for
specul ati on.

THE WTNESS: Yeah, well, that's -- |
don't know.

BY MR BAUM

Q That woul d have been a nore valid
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1 presentation, wouldn't it?

2 MR. ROBERTS:. (bjection.

3 THE WTNESS: The presence of a

4 potential -- potentially unblinding protocol

5 vi ol ation should be -- should be presented in
6 the study report. That it should be presented
7 in this table seens pretty -- | don't know.

8 BY MR BAUM

9 Q Wl l, you wouldn't know by | ooking at
10 this?

11 MR. ROBERTS. Hold on. He wasn't --

12 were you done with your answer?

13 THE WTNESS: | said enough, |1'd say.
14 No, | was saying that it should be attached to
15 this table? Not necessarily.

16 BY MR BAUM

17 Q But it could be, right?

18 MR. ROBERTS. bjection.

19 THE WTNESS: | would think it would

20 be -- | would think it would be nore inportant
21 to attach it to the table where you're

22 excluding the patients. This is a

23 conprehensi ve table, the entire ITT popul ati on.

24 BY MR BAUM
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Q Yeah, but by | ooking at this, you don't
know whet her or not there's unblinded patients
I ncl uded, do you?
MR. ROBERTS: (bjection.
THE WTNESS: This is the entire ITT
popul ati on.
BY MR BAUM

Q Yeah. So you don't know whet her or not
t he unblinded patients are included by |ooking at this
tabl e, do you?
MR. ROBERTS. (bjection.
THE WTNESS: By |ooking at this table,
do Il -- well, I guess | do based on the
nunbers. M, yes.
BY MR BAUM

Q Okay. So in the MD-18 publication in
the Anmerican Journal of Psychiatry where it reports
this information from Table 3.1, is there any way of
telling that eight or nine of those patients had been
subject to a dispensing error?

MR. ROBERTS: (bjection.

THE WTNESS: | don't know. | haven't
seen that paper.

BY MR BAUM
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Q You' ve never seen it?

MR. ROBERTS:. (bjection.

A | don't know.
BY MR BAUM
Q You weren't shown it yesterday?

MR. ROBERTS:. bjection.
M5. KIEHN: Don't answer.
MR. BAUM You're instructing hi

answer whet her or not he saw the MD- 18

mnot to

manuscri pt published in the Anmerican Journal of

Psychi atry?
M5. KIEHN: Yesterday, yes.

MR. BAUM Real | y?

M5. KI EHN: M hmm unless it refreshed

his recol |l ecti on about sonething.

MR. ROBERTS. If it refreshed your

recol | ecti on about a particul ar thing,

coul d answer, unl ess, no.

you

THE W TNESS: What's the question?

BY MR BAUM

Q In the MD- 18 manuscript published in the

American Journal of Psychiatry, which reported
fromTable 3.1 as the primary efficacy neasure,

weren't able to tell whether or not there were

t he data
you

ei ght or
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ni ne unblinded patients included in that data, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: Oh, no, | don't know that.
How do | know that ?
BY MR BAUM
Q By | ooking at the manuscript, did it
have any reference to those eight or nine patients
bei ng excl uded?
M5. KIEHN:  Show hi mthe docunent.
THE WTNESS: | don't know.
BY MR BAUM
Q Ckay. Do you think Table 3.1 is a valid
representation of the intent-to-treat analysis, even
though it included patients who had been subject to a
di spensing error at baseline?
MR. ROBERTS: (bjection.
THE W TNESS:. Yes.
BY MR BAUM
Q They were unblinded at baseline before
their first evaluation, why should they be included in
the patient population at that point?
MR. ROBERTS: Qbjection, testifying.
THE WTNESS: | don't know that the

patients can be identified as unblinded. 1'd
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say the blind was potentially conprom sed. The
validity of the blind for those patients was
open to question.
BY MR BAUM
Q For both the patients and the
I nvestigators, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: At sone point the
I nvestigators received potentially unblinding
i nf ormati on.
BY MR BAUM
Q Al right. So fromyour perspective,
it's scientifically appropriate to count patients who
have been exposed to unblinding information prior to
their first evaluation at Wek 1, even though that
exposure occurred at baseline prior to the eval uation?
MR. ROBERTS: Qbjection.
THE WTNESS: No, | don't think patients
shoul d be exposed to unblinding information.
BY MR. BAUM
Q It conprom ses the validity of the
out cone?
MR. ROBERTS. (bjection.

THE WTNESS: It can potentially
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undermne the validity.
BY MR BAUM

Q Let's go to Page 63, Section "7.0
Changes in the Conduct of the Study and Pl anned
Anal yses. "

In the | ast paragraph there it says,

“"Nine patients (Patients 105, 113, 114, 505, 506, 507,
509, 513 and 514) were m stakenly di spensed 1 week of
medi cation with potentially unblinding information
(tabl ets had an incorrect color coating)."

Do you see that?

A. Do | see that, yes.

Q Did you wite that?

A | don't know.

Q “"Therefore, in addition to the analysis

specified in Section 6.4.1 for the primary efficacy
paraneter, a post-hoc analysis was perfornmed on an ITT
subpopul ati on that excluded these 9 patients.”
Do you see that?
A Yes.
Q Do you recall the origin of the |anguage
"potentially unblinding informtion"?
MR. ROBERTS. (bjection.

THE W TNESS: No.
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BY MR BAUM
Q The post-hoc analysis referred to in
this paragraph was Table 6 in the appendi x, correct?

MR. ROBERTS: (bjection.

BY MR BAUM
Q It's at Page 244, if you want to take a
| ook at it.
A Her e?
Q Yeah.
A The sane one we were just | ooking at?
Q W were just | ooking at Table 3.1, but

"' masking you to take a | ook at Appendi x Tabl e 6,
which is at 244, page 244. Appendix Table 6 is the one
that had the patients excl uded.

A | TT subpopul ati on, okay.

Q kay. So is that Appendi x Table 6 the
post-hoc analysis that is referred to here on Page 63?

MR. ROBERTS. bjection.

THE WTNESS: |'mnot sure. As you
poi nted out, | guess the nunbers are off, but |
assume so.
BY MR BAUM
Q Do you think that Table 6 actually

represented a nore correct efficacy analysis for the
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1 wvalid intent-to-treat popul ation?

4 BY MR BAUM

5 Q

MR. ROBERTS:. (bjection.

THE W TNESS: No.

Do you consider it nore valid than the

6 Table 3.1 with the unblinded patients included?

9 BY MR BAUM
10 Q
11

12

13 BY MR BAUM

MR. ROBERTS:. (bjection.

THE W TNESS: No.

You don't consider it nore valid?
MR. ROBERTS. (bjection.

THE WTNESS: No.

14 Q You consi der them equally valid?

15 MR. ROBERTS. bjection.

16 THE WTNESS: | think this should be
17 exam ned.

18 BY MR BAUM

19 Q By whonf

20 A. By anyone reviewi ng this study.

21 Q By this you're referring to Appendi x

22 Table 6, correct?

23 A

24 Q

Yes.

Let's go to Page 83 of the study report
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1 under "Validity."

2 You see that?
3 A Yes.
4 Q It says, "The study was designed to

5 provi de a valid, prospectively randonm zed, double-blind
6 conparison of the treatnent effects of cital opram and

7 pl acebo. "

8 Do you see that?
9 A Yes.
10 Q And it says, "A nedication packagi ng

11  error partially conprom sed the study blind for 9 of

12 the 174 patients. Post-hoc anal ysis excluding these
13 patients supported the results fromthe intent-to-treat
14 analysis. It is concluded that the study results are

15 wvalid and interpretable.”

16 Did I read that correctly?
17 A Yes.
18 Q So the line the post-hoc anal ysis

19 excluding these patients supported the results fromthe

20 intent-to-treat analysis is actually not true, right?
21 MR. ROBERTS: (bjection.

22 THE WTNESS: |It's actually not true,
23 right? How am | supposed to answer that

24 guestion?
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BY MR BAUM
Q kay. So it's not accurate for this
line to say "post-hoc anal ysis excluding these patients
supported the results fromthe intent-to-treat
anal ysi s"?
MR. ROBERTS:. bjection.
THE WTNESS: That Table 6 was
supportive, the results were supportive of the

concl usion that study was show ng treatnent

ef fect.
BY MR BAUM

Q A statistically significant treatnent
effect?

MR. ROBERTS: (bjection.

THE WTNESS: No. It failed to achieve
the nomnal .05 criterion of statistical
significance.

BY MR BAUM

Q So that to sone degree contradicts the
assertion that the study results were statistically
significant, correct?

MR. ROBERTS: Qbjection.
THE WTNESS: |1'd say it's supportive.

It m ght underm ne the robustness.
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BY MR BAUM

Q And underm ne robustness is sonething
t hat ought to have been conveyed to physicians and
academ cs evaluating the nerits of Study 18, correct?

MR. ROBERTS. bjection.

THE WTNESS: It's -- 1'd stay it's a
matter of how nuch information is to be
conveyed.

BY MR BAUM
Q It's an inportant piece of information?

MR. ROBERTS. (bjection.

THE WTNESS: Inportant? To the extent
that everything in the study report is
| nportant, vyes.

BY MR. BAUM
Q Well, the .052 P-value was a negative
result, not a positive one, correct?

MR. ROBERTS. bjection.

THE W TNESS: You know, negative is in

nmy vocabulary not a legitimte description of

t he finding.
BY MR BAUM
Q It was not a positive one, correct?

MR. ROBERTS. (bjection.
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THE WTNESS: It failed to achieve
statistical significance based on the criterion
of .O05.
BY MR BAUM

Q Is that why the results were put in
Appendi x 6, were relegated to appendi x and were not
reported as the primary outcone results?
MR. ROBERTS. (bjection.
THE WTNESS: The placenent of the
tabl e, are you suggesting that the placenent --
what are you suggesting?
BY MR BAUM

Q Vel |, Appendi x Table 6 was placed in the
appendi x because it had a P-val ue that was above . 050
and was not supportive of a positive outcone?

MR. ROBERTS: (bjection.

THE WTNESS: It |ooks to ne that
Appendi x 6, that it was placed in the appendi x
because it was a subpopul ati on anal ysi s.

Aren't all the tables in the appendi x?

MR BAUM No. Table 3.1 is in the body
of the report.

MR. ROBERTS. (bjection, it's a

statenent .
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BY MR BAUM
Q Appendi x Table 6 was rel egated to not
being the primary outconme result because it had a
P-val ue above .050, correct?
MR. ROBERTS. bjection.
THE W TNESS: No.
BY MR. BAUM
Q WAs there sone concern about the
reporting it as a primry outcone neasure because of
its P-val ue?
MR. ROBERTS. (bjection.
THE WTNESS: Not that | know of.
BY MR BAUM
Q Sane here in Page 83, that post-hoc
anal ysi s excluding these patients supported the results
fromthe intent-to-treat analysis; that was m sl eadi ng,
wasn't it?
MR. ROBERTS. bjection.
THE WTNESS: | think that's accurate.
BY MR. BAUM
Q It's accurate to say that the post-hoc
anal ysi s excluding these patients supported the results
fromthe intent-to-treat analysis?

A. Yes.

ol kow Technol ogi es, I nc. Page 225




Charl es Flicker, Ph.D.

1 MR. ROBERTS: (bjection.

2 BY MR BAUM

3 Q Because a P-val ue of .052 supports the
4 positive outcone for the trial, correct?

5 MR. ROBERTS. bjection.

6 BY MR BAUM

7 Q Is that what you're are saying?

8 A Because the difference between the two
9 anal yses in outcone were mnimal in magnitude.

10 Q But the one was statistically

11 significant and the other wasn't, correct?

12 MR. ROBERTS: (bjection.

13 THE WTNESS: One -- the secondary

14 anal yses did not neet the criterion on the

15 .05 -- less than .05 criterion for statistical
16 si gni fi cance.

17 BY MR BAUM
18 Q So when it did not neet the criterion
19 for statistical significance, it failed to support the

20 positive outconme asserted by Table 3.1, correct?

21 MR. ROBERTS. (bjection, asked and

22 answered nultiple tines.

23 THE WTNESS: It's supportive in terns
24 of the nean effect that was observed.
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BY MR BAUM
Q But not supportive with respect to the
P-val ue, correct?

MR. ROBERTS: (bjection.

THE WTNESS: It's not identical in
ternms of the P-value. |If one focuses
exclusively on the .05 level as a yes or no
criterion, then it's not -- then obviously it's
not the sane.

BY MR, BAUM
Q And so it's not supportive?
MR. ROBERTS: (njection, asked and
answer ed, requires specul ation.
THE WTNESS: To ny mnd, it's clearly
supportive because it's the difference is
nunmerically trivial.
BY MR BAUM

Q Does i ncluding these eight unblinded
patients affect whether or not the trial was
i nt erpretabl e?

MR. ROBERTS: (bjection.

THE WTNESS: Well, interpretable, as we
previously discussed, is an ill-defined term

BY MR BAUM
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Q Well, it was in -- right here it says,
it is concluded that the study results are valid and
interpretable. That's in the report that you approved
and may have even witten this |ine.

A M hmm

MR. ROBERTS:. bjection.
BY MR BAUM

Q Does having ei ght unblinded patients
i ncluded in the primary efficacy neasure affect the
validity or interpretability of the study?

MR. ROBERTS: njection, asked and

answer ed.
THE WTNESS: |1'd say it's rel evant.
BY MR BAUM
Q I n what way?
A In that their potential unblinding needs

to be consi dered.
MR BAUM We're going to take a short
br eak.
THE VI DEOGRAPHER: W will be going of f
the record at 12:07 p.m This marks the end of
Medi a 5.
(Brief recess.)

THE VI DEOGRAPHER: We are back on the
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record at 12:17 p.m This marks the begi nning
of Media 6.
Go ahead, counsel or.
BY MR BAUM
Q kay. We're going to start going over
sone of the secondary outcone neasures for MD 18.
Do you recall that the secondary outcone
nmeasures were each negative for MD 187
MR. ROBERTS: (bjection.

THE WTNESS: No.

BY MR BAUM
Q Do you di spute whether or not they were
negative?
MR. ROBERTS: (bjection.
THE W TNESS: Excuse ne?
BY MR BAUM
Q Do you di spute whether or not they were
negative, or you just don't recall it?
MR. ROBERTS:. (bjection.
THE WTNESS: | don't recall.
BY MR BAUM
Q | thought you were going to say nore.
A | don't recall the secondary efficacy

outcone neasure results.
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1 Q Let's go to Page 101, Table 3.2. This
2 is the statistical table reflecting the secondary

3 endpoint of "CA Inprovenent after 8 weeks," correct?
4 A Yes.

5 Q And this chart is dated October 30t h,

6 2001. Do you see that, up at the top right?

7 A Yes.

8 Q And the P-value listed for the

9 difference between Cel exa and pl acebo at Week 8 is
10 . 257, correct?

11 A Yeah.

12 Q And that's not statistically

13 significant, is it?

14 MR. ROBERTS: (bjection.
15 THE WTNESS: It's above the criteria
16 for statistically significant difference.

17 BY MR BAUM

18 Q So that's not statistically significant,
19 is it?

20 MR. ROBERTS:. (bjection.

21 THE WTNESS: It fails to achieve

22 statistical significance.

23 BY MR BAUM

24 Q Yeah, that neans it's not statistically
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1 significant, correct?

2 MR. ROBERTS:. (bjection.

3 THE WTNESS: | would not call it

4 I nsignificant or not statistically significant.
5 | would say it fails to achieve the criterion.

6 BY MR BAUM

7 Q kay. So the secondary endpoint of CQ3
8 | nprovenent was negative for efficacy, correct?

9 MR. ROBERTS: (bjection.

10 THE WTNESS: No. | nean, you're

11 tal ki ng about one analysis and the ITT

12 popul ati on using the | ast observation carried
13 f orwar d.

14 BY MR BAUM

15 Q It's not a positive outcone?

16 MR. ROBERTS: (bjection.

17 THE W TNESS: What is not a positive
18 out cone?

19 BY MR BAUM

20 Q . 257.

21 MR. ROBERTS: (bjection.

22 THE WTNESS: The difference between the
23 pl acebo and cital opramgroups in the ITT

24 popul ati on using the |ast observation carried
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1 forward anal ysis of the CG | nprovenent Scal e
2 at the end of Wek 8 fails to achieve the

3 criteria of .05 statistically significant

4 | evel .

5 BY MR BAUM
6 Q Let's go to the next page 102, which is
7 Table 3.3, and this is the secondary efficacy neasure

8 for "Change fromBaseline in CAd Severity after 8

9  weeks."

10 Do you see that?

11 A Yes.

12 Q And do you see the P-value over on the

13 right there is .266?
14 A Yes.
15 Q And that's not statistically significant

16 either, is it?

17 MR. ROBERTS: Qbjection.

18 THE WTNESS: The P-val ue .266 does not
19 meet the criterion for statistical significance
20 of .05.

21 BY MR BAUM
22 Q So the secondary endpoint of Cd
23 severity was not positive for efficacy, was it?

24 MR. ROBERTS. (bjection.
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1 THE WTNESS: In the analysis at Wek 8
2 of the ITT popul ati on using |ast observation

3 carried forward approach, the P-value for the

4 di fference between the placebo and cital opram
5 groups failed to achieve a statistically

6 significant |evel of .O05.

7 BY MR BAUM

8 Q Let's go to the next table, Table 3.4 on

O

Page 103, and you see this is the secondary outcone for

10 the CGAS secondary efficacy neasure.

11 Do you see that?

12 A Yes.

13 Q And the P-value there is .309.
14 Do you see that?

15 A Yes, | do.

16 Q And that's not statistically

17 significant, correct?

18 MR. ROBERTS. bjection.

19 THE WTNESS: | would say that the

20 di fference between the cital opram and pl acebo
21 treatnment groups in the |ITT popul ati on using
22 the | ast observation carried forward approach
23 at Week 8 on the CGAS scale fails to achieve
24 the criterion of .05 in this analysis.
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1 BY MR BAUM
2 Q kay. And let's go over to the next
3 page for the secondary efficacy neasure of "Change from

4 Basel ine in K- SADS-P Depression Mdule after 8 weeks."

5 Do you see that?

6 A Yes.

7 Q And the P-value for that one is .105?
8 A Yes.

9 Q And that's not statistically

10 significant, is it?

11 MR. ROBERTS. (bjection.

12 THE WTNESS: | would say that the

13 anal ysis of the K-SADS-P depression nodule in
14 the ITT popul ation using the | ast observation
15 carried forward approach at Wek 8 does not
16 achieve in its treatnent effect conparing

17 cital opram versus placebo the statistically
18 significant |evel of .O05.

19 BY MR BAUM
20 Q And that was true for all of the

21  secondary outcomes, correct?

22 MR. ROBERTS: Qbjection.
23 THE W TNESS: That seened to be the case
24 for the ones that we just |ooked at.

ol kow Technol ogi es, I nc. Page 234




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

BY MR BAUM

Q kay. Let's take a | ook at Page 72
under "Efficacy Conclusions," the second paragraph, it
says, significant differences -- let ne wait for you to
get there. So it says in the second paragraph under
Ef fi cacy Concl usions, Section 10.5.

Do you see that? |It's significant
di fferences, second paragraph.

A Is it the wong page?

MR. ROBERTS. Yeah, that's the page.

M chael is right here.

THE W TNESS: Ckay.
BY MR BAUM

Q So it says significant differences, P
| ess than 0.05, indicative of greater inprovenent in
cital opram patients than placebo patients were al so
observed on the C3 -1, CA-S and CGAS.

Do you see that?

A Yes.

Q That's contradictory to what we just
read as the eight-week outcones for those secondary
out cone nmeasures; isn't it?

MR. ROBERTS. (bjection.

THE WTNESS: A significant difference

ol kow Technol ogi es, I nc. Page 235




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

| ess than .05 was not found on these neasures
in the Week 8 anal ysis of these variabl es
conparing to the cital opramtreatnent groups in
the ITT popul ation using the | ast observation

carried forward approach at Wek 8.

BY MR BAUM
Q Did you wite this sentence?
MR. ROBERTS. (bjection.
THE WTNESS: | don't know.
BY MR BAUM
Q Thi s sentence suggests that the

di fferences between Cel exa and pl acebo for the
secondary endpoints of CAd-I1, CA-S and CGAS were
statistically significant, doesn't it?
MR. ROBERTS:. bjection,
m scharacteri zes the docunent.
THE W TNESS: Excuse ne. Can you repeat
it?
BY MR BAUM
Q Thi s sentence suggests that the
di fferences between Cel exa and pl acebo for the
secondary endpoints were statistically significant,
doesn't it?

MR. ROBERTS: Renew ny objection.
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1 THE WTNESS: This indicates to ne that
2 significant differences on the secondary
3 treatnent variabl es, secondary assessnent
4 vari abl e were observed in the study, yes.

5 BY MR BAUM
6 Q That's contradi cted by what we j ust
7 | ooked at in the tables we just went over, Tables 3.2

8 to 3.5 for the Wek 8 P-val ues, correct?

9 MR. ROBERTS: (bjection.

10 THE WTNESS: Yes. |In those particular
11 anal yses that we | ooked at, the significance of
12 It was not bel ow . 05.

13 BY MR BAUM
14 Q So this sentence, as phrased, is
15 m sl eadi ng because it suggests the secondary endpoints

16 were positive when they were actually negative, right?

17 MR. ROBERTS: Qbjection.

18 THE WTNESS: M/ assunption is that this
19 sentence reflects other analyses that were

20 conducted that did show significant

21 di fferences.

22 BY MR BAUM
23 Q It doesn't reflect that at Wek 8 it was

24 negati ve, though, does it?
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MR. ROBERTS:. (bjection.

THE WTNESS: This sentence clearly is
not referring to that Week 8 endpoint LOCF ITT
anal ysis that we | ooked at.

BY MR BAUM

Q So it's msleading if it's suggested
that the greater inprovenent was statistically
significant?

MR. ROBERTS: (bjection.

THE WTNESS: If this sentence were to
suggest that the Wek 8 endpoint, LOCF ITT
anal ysis using | ast observation carried forward
at Week 8 for these variables, if this -- then
that would be msleading, if it said that.

BY MR BAUM

Q kay. So let's go to Page 69. Under
Section 10.1, the second paragraph fromthe bottom
starting with "anal yses."

A Yes.

Q It says, "Analyses using the OC approach
| i kewi se denonstrated significantly greater inprovenent
In the cital opram group conpared to the placebo group,
with significant cital opram placebo differences (p0.05)

observed at Weks 1, 4 and 6 (Table 4.1B)."
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Do you see that?
A Yes.
Q And that OC stands for the observed
cases anal ysis, correct?
A Yes.
MR. ROBERTS:. bjection.
BY MR BAUM
Q And that's the people who actually
finished the trial, correct?
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q It's not the people who actually
conpl eted through ei ght weeks?
MR. ROBERTS. bjection.

THE W TNESS: No.

BY MR BAUM
Q What is it?
A (bserved cases is patients who were

actual | y assessed.
Q From Weeks 1 through Weks 8, right?
MR. ROBERTS: Qbjection.
THE WTNESS: No. M understandi ng of

t he observed case analysis is that an observed
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case analysis at Wek 1 is every patient who
had a Wek 1 assessnent, and case anal ysis Wek

4 is every patient who had a Wek 4 assessnent.

BY MR BAUM
Q So the observed cases anal ysis at Wek 8
woul d be the people who finished -- actually finished

the trial?
MR. ROBERTS. (bjection.
THE W TNESS: Who actually had an
assessnent at Wek 8, whether or not they
finished the trial.
BY MR BAUM

Q So there were sone patients that maybe
dropped of f at Week 2 or Wek 3 or Wek 4 for whomthey
had scores and eval uations prior to their dropping out,

and their scores were carried forward to Wek 8,

correct?
MR. ROBERTS. bjection.
BY MR BAUM
Q Those were the | ast observation carried
forward?
THE W TNESS: For the LOCF, vyes.
BY MR. BAUM
Q Right. And these patients, observed
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cases are people who actually nade it through all eight
anal yses, correct?

MR. ROBERTS. (bjection.

THE WTNESS: No, that's not ny
under st andi ng of the observed cases. (Cbserved
cases at Wek 4 is any patient who was there
Week 4.

BY MR BAUM
Q Yeah, and so at Wek 8, it would be any
patient who was there at Wek 8, correct?

MR. ROBERTS. (bjection.

THE W TNESS: Yes.

BY MR BAUM
Q So they woul d be the people who actually
finished getting through to Wek 8, correct?
MR. ROBERTS: (bjection.
THE WTNESS: Wwo -- tony mnd it wuld
be peopl e who appeared for an assessnent at
Week 8, yes, or were assessed at Wek 8.
BY MR BAUM

Q kay. So here it suggests that there
were statistically significant outcones at Weks 1, 4
and 6, correct?

MR. ROBERTS. (bjection.
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1 THE W TNESS: For OC on what ever.

2 BY MR BAUM

3 Q For the observed cases?
4 A Ckay.
5 Q Ri ght there, that paragraph. "Wth

6 significant cital opram placebo differences (p0.05)

7 observed at Weks 1, 4 and 6."

8 Do you see that?

9 A Yes.

10 Q Does it reference Wek 8?

11 A. No, nor Week 2.

12 Q So let's take a | ook at Page 110, which

13 Is Table 4.1B, and if you go over to the next page --
14 well, first off, Table 4.1B is the Change from Basel i ne

15 by Visit for CDS -- CDRS-R I TT popul ati on - OCbserved

16 Cases.

17 Do you see that?

18 A Yes.

19 Q So this is the table that represents the

20  out cones discussed back here at what we were just
21 reading about observed cases, correct?

22 MR. ROBERTS: Qbjection.

23 THE WTNESS: | believe so.

24 BY MR BAUM
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Q And if you go to the next page to see
what the Week 8 outcone is, you see the P-value there

0. 167, correct?

A Yes.
Q That's not statistically significant, is
it?
MR. ROBERTS:. (bjection.
THE WTNESS: That fails to achieve the
.05 criterion of statistical significance.
BY MR BAUM

Q And that's different than what was said
back here in the study report at Page 69, where it said
there was a significant difference, correct?

MR. ROBERTS: (bjection.

THE WTNESS: No.

BY MR BAUM
Q You're at Page 69?
A Yes.
Q So there's no nention of the negative

result at Week 8 for the observed cases analysis, is
t her e?
MR. ROBERTS: Qbjection.
THE WTNESS: This paragraph does not --

does not refer to the results at Wek 2 or Wek
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8.
BY MR BAUM
Q So the Wek 2 had a P-val ue of .6;
that's above .05 as well, right?
MR. ROBERTS. bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And this is a bit msleading with

respect to the endpoint for observed cases, isn't it?

MR. ROBERTS:. (bjection.

THE WTNESS: Endpoint is a word that's
not so often used with observed cases.
Observed cases is whoever is there. | nean,
endpoint kind of links in, in my mnd, with
LOCF anal yses.

BY MR BAUM
Q So you don't think it's msleading to
have omtted that the Wek 8 was negative?

MR. ROBERTS:. (bjection.

THE WTNESS: No, | do not.

MR BAUM Let's go to the next
docunent, Exhibit 12.

MR. ROBERTS: Are we done with 11 or

should | keep it?
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MR. BAUM We're going to cone back to

(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 12.)
BY MR BAUM
Q This is MDL- FOREMD009717, and this is an
e-mai |l string dated August 10 to August 13 between Bill
Heydorn, Christina Goetjen, Mary Prescott and says "RE
stop the presses.”
Do you see that?
A Yes.
Q We've already -- do you recall who

Christina Goetjen is?

A She wor ked at Lundbeck.

Q At Lundbeck?

A No?

Q No, | think she was -- you don't --
A ' m doi ng ny best.

Q Yeah, okay, | know. That's fine.

If you come down a little further on the
page, you'll see Christina CGoetjen, product manager,
Cel exa.

Do you see that?

A. Yes.
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Q

Do you recall her actually working for

soneone |i ke Forest?

MR. ROBERTS: (bjection.

THE WTNESS: No, I'msorry. | assuned

possi bly just based on her nane, but the nane

did sound famliar, so | assuned she was a

Lundbeck personnel, because |I certainly don't

remenber her as a Forest personnel.

BY MR BAUM

Q
Christina Goet|
A
Q
A
Q

l[ittle further

Prescott,

agency.

Q

> O > O >

Bill

Do you recall encountering sonmeone named
en while you were working at Forest?
No, | definitely don't recall that.

And you see Mary Prescott there?

Cc' d or sonet hing.

Yeah, she's -- and one of the e-nmails a
down from Christina Goetjen to Mary
Heydor n.

Yes.

Do you recall who Mary Prescott is?
Yes.

Who i s she?

She headed a medi cal communi cati ons

That was contracted by Forest --
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MR. ROBERTS:. (bjection.

BY MR BAUM

Q -- to do work on MD-18?

A | can't say | particularly renmenber her
wor ki ng on MD-18, but, certainly, she -- certainly, she

wor ked on Cel exa.

Q kay. So if you go over to the second
page of this, and we're going to follow the e-nai
string fromthe back forward, so the first one is sent
Friday, August 10, 2001 to Bill Heydorn, Mary Bunker --
Mar k Bunker, sorry, Jeff Lawence and Christina
Goetjen, a CCto Natasha Mtchner, and the subject is
stop the presses, and it says here, Charlie Flicker
just faxed to nme sone data fromthe cital opram
pedi atric efficacy study. While | can't tell if this
Is intent to treat or observed cases, citalopramis
significantly different fromplacebo, P less than .05,

at all tinme points on the CDRS-R, the primary efficacy

nmeasur e.
Do you see that?
A Yes.
Q So according to Ms. Prescott, you sent

sonme data to her on the efficacy of citaloprams

CIT-MD 18, right?
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MR. ROBERTS:. (bjection.
THE WTNESS: That's what she's stating
her e.
BY MR BAUM
Q And then she wites to Bill Heydorn to
stop the presses because she believes that there's
positive data to pronote from Cl T-MD-18, right?
MR. ROBERTS. (bjection.
THE WTNESS: Yeah, | don't know what
she's referring to.
BY MR BAUM
Q You recall that she was involved wth
hel pi ng get marketing done for Forest?
MR. ROBERTS: (bjection.

THE W TNESS: She was -- she was hired

by marketing, | believe.
BY MR BAUM
Q Does the claimthat citalopramis

significantly different from placebo, P |ess than .05,
at all tine points in the CDRS-R, the primary efficacy
measur e, depend on whether or not the unblinded
patients are included in the anal ysis?

MR. ROBERTS. (bjection.

THE W TNESS: |"mnot sure what she's
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referring to here.

BY MR BAUM
Q Does the date August 10, 2001 ring a
bell for when the -- these tables were run for the

primary efficacy anal yses for CI T-MD 187
MR. ROBERTS:. bjection.
THE W TNESS: No.
BY MR BAUM
Q You recall that we just went through the
study report and that with the unblinded patients
I ncl uded, you had a P-value of .038 and with them
excluded it was .052, correct?
MR. ROBERTS: (bjection.
THE W TNESS: There were sone patients
for whomthe blind was potentially conprom sed.
BY MR BAUM
Q And with themincluded, the P-val ue was
.038 on the CDRS-R, and with them excluded the P-val ue
was . 052, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: For the LOCF anal ysis at
Week 8, that appears to be the case.
BY MR BAUM

Q So the comment that she received
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statistically significant data frompoint -- from
pl acebo with a P-value | ess than .05 indicates that she

recei ved the .038 nunbers, not the .052 nunbers,

correct?
MR. ROBERTS. bjection.
THE WTNESS: Well, | don't know what
she received. | nean, we saw a table in the

observed cases anal ysis where it was not

significant at Wek 2 and she's tal ki ng about

significant at --
BY MR BAUM

Q There's only one statistically
significant nunber in all of these outconme neasures.
The secondaries were all greater than .05. The Table 6
with the patients excluded was greater than .05. The
only one -- all the secondaries were greater than .O05.
The only one that's below .05 is that .038 with the
patients exposed to the dispensing error included,
correct?

MR. ROBERTS. (bjection. You're
testifying and you're m scharacterizing the
testi nony and the docunent.

THE W TNESS:  No.

BY MR BAUM
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Q I'"mnot correct? There was anot her --
there was another statistically significant outcone
measur e?

MR. ROBERTS: (bjection.
THE WTNESS: There was -- we just saw
an significant difference at Week 1 on the

observed case anal ysis of the CDRS.

BY MR BAUM
Q So at Wek 8 there were no other --
there were no positive outcones greater than -- at Wek

8 for the secondary outcones, observed cases and CDRS-R
were all greater than .05, correct?

MR. ROBERTS: (bjection.

THE WTNESS: At Wek 8, what anal ysis?

BY MR BAUM

Q Week 8, secondary outcones, observed
cases and CDRS-R with the dispensing error patients
excluded were all greater than .05 P-values, correct?

MR. ROBERTS:. (bjection.

THE WTNESS: Well, we only | ooked --
we' ve only | ooked at tables with the LOCF
analysis for the -- for secondary efficacy
vari abl es, and those LOCF anal yses at Wek 8

did not achieve the .05 | evel of statistical
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signi ficance.
BY MR BAUM
Q And the only result that was | ess than
.05 in any of these tables we've | ooked at was the one
result that included the patients subject to the
di spensing error with the .038 P-val ue, correct?
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q At Week 8?
MR. ROBERTS. (bjection.
THE WTNESS: At Wek 8 in the LOCF

anal ysis, the CDRS was .038, yes.

BY MR BAUM
Q Wth the unblinded patients included?
MR. ROBERTS: (bjection.
THE WTNESS: In the |ITT popul ati on.
BY MR BAUM
Q That included the nine patients who were

exposed to the dispensing error, correct?
MR. ROBERTS. (bjection, asked and
answer ed.
THE W TNESS:  Yes.

BY MR BAUM
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Q So let's go to Exhibit 13 -- we're going
to eat food.
MR. ROBERTS: Break for food, okay.
THE VI DEOCGRAPHER: We will be going off
the record at 12:43 p.m This marks the end of
Medi a 6.
(Luncheon recess.)
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 13.)
THE VI DECGRAPHER: We are back on the
record at 1:05 p.m This marks the begi nni ng
of Media 7.
Go ahead, Counsel or.
BY MR BAUM
Q kay. |I'mgoing to hand you what we're
mar ki ng as Exhibit 13, which is MDL- FORP0018664. This
Is a menorandum fromBill Heydorn to you, Janes Jin,
Julie Kil bane, Paul Tiseo, Jane Wi dated Cctober 17,
2001 regarding review of first draft of ClIT-MD 18 study
report.
You have to go into the third page to
see that e-mail. It's right here, there.
MR. ROBERTS. The nenp you nean?

MR BAUM Yeah, the neno.
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BY MR BAUM

Q And it says to Charlie Flicker, do you
see that?

A Yes.

Q And it's fromBill Heydorn, and it says,

"Attached for your reviewis the first draft of the
Cl T-MD- 18 study report.™
Do you see that?

A Yes.

Q Do you recall receiving a draft of the
Cl T-MD- 18 study report?

A No.

Q Do you have any reason to doubt that you
recei ved this menorandum - -

MR. ROBERTS. bjection.

BY MR BAUM
Q -- Wwith the study report draft?
A Well, the study report appears to have

ny handwiting onit, so if these were associ ated.
Q Does this appear to you that these were
produced in the ordinary course of Forest business?
MR. ROBERTS: Qbjection.
THE W TNESS:  Yes.

BY MR BAUM
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1 Q Al right. So there's sone handwiting

2 on the neno itself at 11/27/01.

3 Do you see that?

4 A Yes.

5 Q I's that your handwriting?

6 A M ght be.

7 Q And then if you go over to the

8 attachnment, you see sone strikings out, like there's a

9 strike out of flexible dose study, pediatric

10  depression.

11 I's that your handwriting?
12 A. Il think it is, yes.
13 Q And if you flip through here, you'll see

14 there's sone handwiting throughout.

15 Does that appear to be your handwiting?
16 MR. ROBERTS: (bjection.

17 THE W TNESS: Those | ook |ike ny

18 scri bbl es.

19 BY MR BAUM

20 Q So does it appear to you that you edited
21 this draft of CIT-MD 18 study report?

22 A. Provi ded comments, yes.

23 Q Well, it looks |like there's sone things

24 bei ng stricken out and sone repl acenent | anguage bei ng

ol kow Technol ogi es, I nc. Page 255




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

suggested, correct?

MR. ROBERTS:. (bjection.

THE W TNESS:  Yes.
BY MR BAUM

Q So if you go to Page 8 of -- all right.

So at Page 8, at the second to the |ast
par agr aph, there's sone lines striking through the
second to the | ast paragraph.

Do you see that?

A Yes.
Q And t he paragraph that's being stricken
out has as the second sentence, it says, "If the blind

was broken for any reason, Forest Laboratories was to
be notified inmediately. Any patient for whomthe
bl i nd had been broken was to be i medi ately
di scontinued fromthe study and no further efficacy
eval uations were to be perforned.”
Do you see that?
A Yes.
Q That's nore or less consistent with the
unbl i ndi ng procedure fromthe protocol, correct?
MR. ROBERTS: Qbjection.
THE WTNESS: |'mnot sure about that.

As we said, it's sonmewhat -- it's sonewhat
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anbi guous.
BY MR BAUM
Q Well, take a look at Exhibit 9. It's
Page 328.
MR. ROBERTS:. Wat page?
MR. BAUM  328.
MR. ROBERTS. Thank you.
BY MR BAUM
Q And it -- in the Unblinding Procedures
in the italicized portions it says, "If the blind is

broken for any reason, Forest Laboratories nust be

notified i mediately. Any patient for whomthe blind

has been broken will inmediately be discontinued from
the study and no further efficacy evaluations will be
perforned. "

Do you see that?
A Yes.
Q And that's nore or less what it says
right here in this paragraph, correct?
MR. ROBERTS:. (bjection.
THE W TNESS: Yes.
BY MR BAUM
Q And it |ooks like you struck that out.

Do you see that?
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A Yes.

Q And then put in its place, there's -- to
be put inits place is sonme handwiting, because of a
drug packaging error, 9 patients assigned to cital opram
treatnment at study -- at blank study centers were
initially dispensed 20-milligramcital opram --
20-mlligramcital opramtablets that were
di sti ngui shable in color fromthe placebo tablets. And
then you crossed out in that they were pink in color
rather than white. Al study medication shipnments
I ncluding potentially unblinding information were
replaced in full.

Do you see that?

A Yes.

Q Did you wite that |anguage?

A I think so.

Q Do you know why you struck that | anguage

I n that paragraph that it had the quote fromthe

prot ocol --
MR. ROBERTS:. (bjection.
BY MR BAUM
Q -- in the unblinding section?
A No.
Q kay. If you go to Exhibit 11, Page 44
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of the study report, and you | ook at section 5 --
Exhi bit 117
MR, ROBERTS: Oh, Exhibit 11.
THE W TNESS: Yeah.
MR. ROBERTS: Oh, Exhibit 11. This is
Exhibit 11. Do you have Exhibit 11?
MR BAUM | have it, I'mgoing to give
it to him Here you go. Here's the --
MR. ROBERTS: You said Page 44.
MR. BAUM Yeah, Page 44, section on
Bl i ndi ng.
MR. ROBERTS: It's counted -- there's
two of them It's doubled, |I think. R ght?
Just making sure |I'm not going crazy.
MR. WSNER: There's two Page 44s.
MR. BAUM Just the way it got copied.

MR. ROBERTS: (kay.

BY MR BAUM
Q So if you look at the bottom paragraph
on that page, you'll see the | anguage "because of a

drug packaging error."
Do you see that?
A Yes.

Q And if you | ook over at what your
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1 handwiting is, | think you'll see that they're pretty
2 nmuch the sane, correct?

3 MR. ROBERTS: (bjection.

4 THE WTNESS: Certainly simlarities.

5 BY MR BAUM

6 Q And the paragraph or the sentence

7 regarding the protocol violation is not included,

8 correct?

9 MR. ROBERTS: (bjection.

10 THE WTNESS: Wat paragraph?

11 BY MR BAUM

12 Q And this sentence here, it starts with,
13 "if the blind was broken for any reason.”

14 A Ri ght .

15 Q That doesn't appear in this section now,

16 correct?
17 A. You nmean that starts off with "the

18 tear-off panel"?

19 Q Ri ght .

20 MR ROBERTS: Let the record reflect
21 that we're tal ki ng about Exhibit 13.

22 MR. BAUM Yeah.

23 BY MR BAUM

24 Q The third paragraph under "5.3.4
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Bl i ndi ng" of Page 8 of Exhibit 13 starts with "the
tear-off panel” and it ends with "medication,” and that
whol e paragraph is stricken, correct?

MR. ROBERTS: (bjection.

THE W TNESS: Yes.

BY MR BAUM
Q And it does not appear in the Section
5.3.4 of the final protocol -- of the final study

report, correct?
MR. ROBERTS:. (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q kay. So your handwitten striking of
the protocols on blinding | anguage reconmended in this
draft resulted inits elimnation fromthe final study
report, right?
MR. ROBERTS: Qbjection.
THE W TNESS:  Yes.
BY MR BAUM
Q kay. Do you know where this |anguage
but otherwi se blinded that's in the study report cane
fronf
MR. ROBERTS. (bjection.

THE W TNESS: Where?
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1 BY MR BAUM

2 Q At Page 44, in that bottom paragraph, it
3 says?
4 MR. ROBERTS: On Exhibit 11?

5 BY VR BAUM
6 Q On Exhibit 11 it says "al t hough

7 ot herwi se blinded,"” do you see that?

8 A Yes.

9 Q Do you know what that | anguage cane
10 fronf

11 MR. ROBERTS. (bjection.

12 THE W TNESS: No.

13 BY MR BAUM
14 Q It's not in your hand -- it's not part

15 of your handwitten changes. That's why we were

16  aski ng.
17 A. No, | don't.
18 Q Okay. Let's go to Page 17 of Exhibit

19 13. At the bottomit has "Secondary Statistical
20 (bjectives, the secondary statistical objectives of

21  this study were."

22 Do you see that?
23 A Yes.
24 Q And then going over to the next page,
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1 "1. To further conpare the efficacy of citalopramto
2 pl acebo in children and adol escents with MDD using,"
3 and then it's crossed out, "the change from baseline to

4 Wek 8 in."

5 Do you see that?

6 A Yes.

7 Q Did you strike that out?

8 MR. ROBERTS: (bjection.

9 THE WTNESS: This | ooks |ike ny
10 handw i ti ng.

11  BY MR BAUM
12 Q kay. And then below it shows -- it
13 lists off the various secondary outcone neasures, and

14 then it's CE@ score at Week 8 is struck out at Wek 8.

15 Do you see that?

16 MR. ROBERTS: (bjection.

17 THE W TNESS: Were are we | ooking? |
18 don't see that. Oh, down here?

19 BY MR BAUM

20 Q Ri ght here, right there.

21 A Oh, yes.

22 Q You see CE-17?

23 A Yes.

24 Q -- score at Wek 8 has "at Wek 8"
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1 stricken off?

2 A Yes.

3 Q If you | ook at Exhibit 11, Page 547

4 MR. ROBERTS: Wiich is the next page
5 over. That's Exhibit 13. Exhibit 11 is this
6 one, so just turn the page over.

7 BY MR BAUM
8 Q You see under the Secondary Statistical
9 bj ectives, it's pretty nuch the sane as what you did

10 with your handwiting, with the Week 8s el i m nat ed.

11 Do you see that?
12 MR. ROBERTS: (bjection.
13 THE WTNESS: Yes, they look simlar.

14 BY MR BAUM

15 Q So each of your edits on that section,
16  appeared in that section, do you know why you crossed
17 out the Week 8 in those two spots?

18 MR. ROBERTS. bjection.

19 THE WTNESS: | could specul ate.

20 BY MR BAUM

21 Q Well, what is your inpression of why you
22 did that?

23 MR. ROBERTS. (bjection.

24 THE WTNESS: This is a list of the
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outcone neasures. It doesn't specify any tine
points, so it wouldn't be appropriate to

specify a tinme point for that variable in

particul ar.
BY MR BAUM
Q That wasn't part of the plan to

de- enphasi ze the Wek 8 negative outcones in favor of
t he positive outcones for the prior weeks?
MR. ROBERTS: (bjection.
THE WTNESS: It appears to ne it was
done for consistency.
BY MR BAUM
Q If you | ook at the protocol, which is
Exhibit 9 at Page 17.
MR, ROBERTS: Exhibit 9. That's Exhibit
11. | think this is Exhibit nine. Yeah, this

Is Exhibit 9. Wat page did you say agai n?

BY MR BAUM
Q At the Paragraph 12.1.2 and it's Page
3209.
MR ROBERTS: 329.
MR. BAUM The big nunber up at the tine
is 329.

MR. ROBERTS: Tal ki ng about 1.2, okay.
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1 BY MR BAUM

2 Q Yeah, "Secondary (bjectives." It says,
3 "To further conpare the efficacy of citalopramto

4 pl acebo in depressed children and adol escents patients.
5 The endpoints for the secondary objectives are the

6 CA - I nprovenent score and change from baseline in

7 CA -Severity score, K-SADS-P (depression nodul e) and

8 CGAS score at Wek 8."

9 Do you see that?
10 A Yes.
11 Q So at Wek 8 is the endpoint for the

12  secondary outcones, correct?

13 MR. ROBERTS: (bjection.

14 BY MR BAUM

15 Q Are you thinking, or did you think you
16  answered?

17 A. Vell, it's sonewhat different because
18 here it says -- | nean, in conparing the rest of the
19 study report, it says CA-1 score at Wek 8 as opposed
20 to hereit's CCS at the end. So it's -- just in terns
21  of the consistency with the study report, it's --

22 that's different. Yeah, but | do see that.

23 Q You do see that the endpoint for the

24 secondary out cones was Wek 8, per the protocol,
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correct?
MR. ROBERTS:. (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q Ckay. And then you struck that | anguage

in the study report?
MR. ROBERTS:. (bjection.

BY MR BAUM

Q Draft that you handw ote your changes
into, correct?

A No.

Q Well, over here, see you struck out the
Week 8 part, right?

MR. ROBERTS: (bjection.

THE WTNESS: No, that's what | was just
saying is that the study report is quite
different. The study report, as | see it, is
sinply listing the variables and not specifying

any tinme point.

BY MR BAUM

Q Ri ght.

A. Except for the CA-1, which nakes sense,
because the CG@-1 is you' re not nmeasuring change from
basel i ne.
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Q What ?
A. See, these -- CA -1 there's no baseline.
Q Okay. But what we're trying -- what |'m

trying to point out to you is that in this draft, which
is Exhibit 13, it essentially mrrors the typewitten
portion, essentially mrrors the |anguage that's in the
secondary objectives. It says "to further conpare the
efficacy."

Do you see that?

MR. ROBERTS:. (bjection.

BY MR BAUM
Q And so are you saying that because the
CAd-1 is not a Wek 8 analysis -- change from basel i ne

in Week 8, that's why you struck that out?
MR. ROBERTS. bjection.
THE WTNESS: Yes. They're different.
BY MR BAUM
Q You don't think that was to enabl e
di scussion of the prior weeks instead of Wek 8, which
I s not nmentioned here?
MR. ROBERTS: (bjection.
BY MR BAUM
Q Ri ght ?

MR. ROBERTS. (bjection.
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THE WTNESS: The prior weeks are going
to be exam ned no matter what.
BY MR BAUM
Q What' s the endpoint, Wek 8 or Wek 1?
MR. ROBERTS. bjection.
THE WTNESS: In this paragraph of the
protocol Wek 8 is identified as an endpoi nt.
BY MR BAUM
Q Ckay. Let's take Page 26 of Exhibit 13
and under Section "7.0 Changes in the Conduct of the
Study and Pl anned Anal yses."
Do you see that?
MR. ROBERTS. So Page 26, yeah, right
t here.
THE W TNESS:  Yes.
BY MR BAUM
Q And there's sone of your handwitten
revisions to that section regarding the conduct of the
study with planned anal yses, and it says there in the
original wording, nine patients (105, 113, 114, 505,
507, 506, 509, 513 and 514) accidentally received 1
week of unblinded study drug treatnent (tablets had the
I ncorrect col or coating).

Do you see that?
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A Yes.

Q So there it said they received one week
of unblinded study drug treatnent, not potentially
unbl i nded or potentially -- potentially caused bi as,
right? It said that they received one week of
unbl i nded study treatnent, right?

MR. ROBERTS:. (bjection.
THE W TNESS:  Yes.
BY MR BAUM

Q And then your handwiting inserted
"medi cation with potentially unblinding information,"
correct?

MR. ROBERTS: (bjection.
THE WTNESS: Yes, that's ny
handw i ti ng.
BY MR BAUM

Q Did you do that handwiting to
under - enphasi ze the fact that the patients received
unbl i nded study drug treatnent?

MR. ROBERTS:. (bjection.

THE WTNESS: It would require sone
specul ation on ny part, but | put that in, |
woul d believe, to provide nore accurate

I nformati on.
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BY MR BAUM
Q You thought it was nore accurate to say
potentially unblinding instead of unblinded?
A Yes.
Q You think you were the one that
i ntroduced the | anguage potentially unblinded --
potentially unblinding information?
MR. ROBERTS. (bjection.
THE WTNESS: Well, | wote this, |
wote this phrase.
MR BAUM Let's go to Exhibit 14.
MR. ROBERTS: Should we keep all these?
MR. BAUM Keep them all handy.
MR. ROBERTS: Wy don't you turn them
all to the front so we can see.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 14.)
BY MR BAUM
Q So Exhibit 14 is MDL- FORPO175697, it's
an e-mail from Paul Tiseo to Joan Barton, Charlie
Fl i cker, lvan Gergel, Lawence O anoff and others dated
March 2, 2000, re: C T-18.
Do you recall receiving this e-mail and

the attached fax?
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A No.
Q Have you seen this before?
MR. ROBERTS: (bjection.

THE W TNESS: Yes.

BY MR BAUM
Q You saw it yesterday?
A Yes.
Q Do you have any reason to believe that

you did not receive it at the tine?
MR. ROBERTS:. (bjection.
THE WTNESS: | don't know that |

received it on March 2nd but --

BY MR BAUM
Q Do you think you m ght have --
A -- 1 imagine | got it.
Q kay. And do you agree that this

docunent was produced in the ordinary course of
busi ness at Forest?

MR. ROBERTS:. (bjection.

THE WTNESS: | don't know how ordi nary.

|'"d say in the course of business.

BY MR BAUM

Q kay. And then it says, Dear all,

for

your information, a copy of the fax that went out to
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all CIT-MD-18 Pediatric Investigational Sites this
norning is attached. All sites have been -- al so been
contacted by tel ephone and given verbal instructions on
how to proceed with both drug shipnent as well as their
pati ents who have been screened and/or randoni zed.

Do you see that?

A Yes.

Q So Dr. Tiseo is saying that this
attachnent that is attached to this e-mail was sent out
to all of the CIT-MD-18 sites, right?

MR. ROBERTS. (bjection.
THE W TNESS: Yes.
BY MR BAUM

Q And they each received tel ephone calls

regarding it, correct?

MR. ROBERTS: (bjection.

THE WTNESS: That's what this says.
BY MR BAUM

Q Do you know who woul d have received the
fax at the sites?

MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR. BAUM

Q Ckay. Let's go to the next page, and it
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says, "Fax Transm ssion Cover Sheet" with |ike four
asterisks Urgent, bolded in big print "Ugent Message"
and then four asterisks, re: CIT-MD>- 18 Cital opram

Pedi atri c Depression Study.

Have you seen this fax before?

A Yes.

Q And when did you see that?

A Yest er day.

Q Ckay. Here it says, "It has cone to our

attention that an error was nmade during the packagi ng
of the clinical supplies for the above-noted study. A
nunber of bottles of 'active' nedication were
m st akenly packed with the pink-colored comerci al
Cel exa tablets instead of instead the standard white
citalopramtabl ets used for blinded clinical studies.
As a result, dispensing these tablets would
automatically unblind the study. This nedication needs
to be replaced with the appropriate white tablets
I mredi ately to maintain the study blind."
Did | read that correctly?

A Yes.

Q So the pink-colored commercial tablets
got dispensed to CIT-MD- 18 patients, correct?

MR. ROBERTS. (bjection.
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1 THE W TNESS: According to this, there
2 were pink tablets given to sone patients.

3 BY MR BAUM

4 Q And - -

5 A Vell, | nmean, we know that based on

6 ot her information.

7 Q And per the MD-18 protocol, all the

8 pills dispensed in ClT-VD 18 were supposed to be white,

9 correct?

10 MR. ROBERTS:. (bjection.

11 THE WTNESS: |'d have to go back to the
12 protocol to verify that, but that sounds

13 correct.

14  BY MR BAUM
15 Q W read that into the record earlier,
16 but so do you have any reason to dispute that they

17 ought to have been white, correct?

18 MR. ROBERTS. bjection.
19 THE WTNESS: No, | don't. No, | don't
20 di spute that.

21 BY MR BAUM
22 Q Ckay. So the fact that sone of them
23 were not white was protocol violation, correct?

24 MR. ROBERTS. (bjection.
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THE W TNESS:  Yes.
BY MR BAUM
Q So here, according to Dr. Tiseo, the
study was automatically unblinded for the patients
subj ect to dispensing error, correct?
MR. ROBERTS:. bjection.
THE WTNESS: He wites "autonmatically

unblind the study."

BY MR BAUM
Q “"As a result, dispensing these tablets
woul d automatically unblind the study.” So if the

patients were di spensed those pink tablets, they would
be automatical ly unblinded, correct?
MR. ROBERTS: (bjection.
THE WTNESS: That's what he wites
her e.
BY MR BAUM
Q kay. So do you know why those
unbl i nded patients weren't excluded fromthe study at
t hat point?
MR. ROBERTS: (bjection.
THE WTNESS: First of all, we don't
know t hat the patients were unblinded. W know

that there was information that could inpact
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the blinding of the study that was conveyed to

the site.
BY MR BAUM
Q Well, upon -- as of March 2nd, 2002,

upon receiving this fax, the investigators were advised
that the pink-colored tablets were Cel exa, correct?
MR. ROBERTS:. (bjection.
THE WTNESS: That's how | woul d
Interpret this fax, yes.
BY MR, BAUM
Q So that would indicate that the
I nvestigators knew what those patients were getting,
correct?
MR. ROBERTS: (bjection.
THE WTNESS: Well, no, it doesn't
conpletely indicate that. The patients -- the
I nvestigator would al so have to know what col or
tabl ets the patient received.
BY MR BAUM
Q The patients that received the pink
comrerci al Cel exa woul d have been exposed to the
I nvestigators who gave themthose tablets, and they
woul d know that they were receiving Cel exa at that

poi nt, correct?
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MR. ROBERTS:. (bjection.
THE WTNESS: | don't recall too many
I nvestigators who woul d hand patients tablets.
BY MR BAUM
Q Al right. So the investigators that
were notified of this had to do sonmething with respect
to the pink tablets that had been given to their
patients to hand out?
A Yes.
MR. ROBERTS:. (bjection.
BY MR BAUM
Q So at that point they knew which of
their patients had been assigned to receive Cel exa
because they had been assigned to receive Cel exa pink
tablets, correct?
MR. ROBERTS: (bjection.
THE WTNESS: No, that wouldn't be ny
under st andi ng.
BY MR BAUM
Q So when they returned the pink tablets,
t hey wouldn't know that their patient that had those
tabl ets was assi gned Cel exa?
MR. ROBERTS. (bjection.

THE W TNESS: Under -- if an
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I nvestigator were to look at a return -- | ook
at returned nedi cati on and he saw that the
tablets were pink in the -- within this tine
frame, then | would think the investigator
woul d be able to draw the concl usion that the
patient was on active drug.
BY MR. BAUM
Q And why bother to replace these tablets
If it weren't an issue that woul d unblind the study?

MR. ROBERTS:. (bjection.

THE WTNESS: Well, the protoco
specifies that the color coating of the tablets
shoul d be blinded, should be the sane,

i dentical in the placebo and treatnent groups.
BY MR. BAUM
Q Was it your understanding that all nine

of these patients received pink-col ored comerci al

t abl et s?
MR. ROBERTS:. (bjection.
THE WTNESS: Well, was it ny
understandi ng? | nean, | have no understanding

what ny understanding is, but if you're
referring to that, what | wote in the study

report, | would say there's evidence of that.
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BY MR BAUM
Q kay. That's actually what the report
says at Page 63, Section 7.0 in Exhibit 11. It says --
It lists Patients 105 through 514 and says that the
nine patients were m stakenly di spensed one week of
medi cation with potential unblinding information,
tabl ets had incorrect color coating.
A That's different though.
MR. ROBERTS: (bjection.
BY MR BAUM
Q Ch, howis it different?
MR. ROBERTS: (bjection.
THE WTNESS: Well, it seens that |I'd
made the m stake of saying that nine patients

got pink tablets.

BY MR BAUM
Q Yeah.
A My current understanding is that that is

not correct.
Q Ch, so you think this study report is
I ncorrect when you wote it at the tine?
MR. ROBERTS: Qbjection.
THE WTNESS: | think | nmade a m st ake,

yeabh.
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BY MR BAUM
Q What do you think actually happened?
MR. ROBERTS. (bjection.
THE WTNESS: M/ current inpression is
that the placebo patients received white
tabl ets.
BY MR. BAUM
Q And the cital opram patients received
pi nk tabl ets?
MR. ROBERTS:. (bjection.
THE W TNESS: For those nine, yes.
BY MR BAUM
Q And so in either case, the investigators
woul d know whi ch patients were either on cital opram or
on pl acebo anong those nine patients, correct?
MR. ROBERTS. (bjection,
m scharacteri zes the docunent and
m scharacterizes his testinony.
THE WTNESS: If the investigator --
MR. ROBERTS. And requires specul ation.
THE WTNESS: -- read the fax and they
reviewed the patient's nedication bottles, then
they woul d be able to draw a concl usi on

regardi ng the assigned treatnent group.
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BY MR BAUM
Q That woul d be an unblinding, correct?
MR. ROBERTS. (bjection.
THE WTNESS: That would affect the --
that would affect the investigator's blinding.
BY MR BAUM
Q Ckay. Do you recall that you testified
I n your 2007 deposition that as the nedical director,
that your primary mandate in the CNS research was
overseeing the process of registering CNS conpounds
gai ning regul atory approval.
Does that ring a bell?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Do you think that was what your primary
mandat e was?
MR. ROBERTS. bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q Do you believe that in your role as a
medi cal director of the clinical research departnent at
Forest that you had an obligation to be truthful with

the FDA in all communi cati ons about ClI T- MD-18?
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MR. ROBERTS:. (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And do you believe that Forest had an
obligation to be truthful with the FDA in all
communi cati ons about CI T-MD- 187
MR. ROBERTS:. (bjection.
THE W TNESS:  Yes.
MR. BAUM Can you give nme Exhibit 16.
W're going to skip 15 and we're going to cone
back to it.
MR. ROBERTS: (kay.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 16.)
BY MR BAUM
Q kay. So handi ng over what we've nmarked
as 16, and this is an e-mail ML- FOREM)030386 from
Dr. Tiseo to Lawence O anoff, Dr. Cergel, Any Rubin,
Anj ana Bose as well as Tracey Varner, Julie Kilbane and
you dated March 8, 2000, regarding letter to FDA for
Cl T- 18.
Do you see that your nane is on the CC
t here?

A. Yes.
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Q Do you have any reason to believe that
you were not -- that you did not receive this e-nail?
MR. ROBERTS. (bjection.

THE W TNESS: Yeah, there were quite a
fewe-mails | didn't -- received, yeah, I'm
sure | received it.
BY MR. BAUM
Q And does it appear this docunent was
produced in the ordinary course of Forest business?
MR. ROBERTS:. (bjection.
THE WTNESS: Essentially.
BY MR BAUM
Q And this March 8 date is a few days
after Dr. Tiseo sent the nenorandum and fax to the
clinical trial investigators informng themof the
di spensing error, correct?

MR. ROBERTS: Qbjection.

BY MR BAUM
Q That was March 2nd, six days |later.
Do you see that?
A Yes.
Q And have you seen this docunent before?

MR. ROBERTS. (bjection.

THE WTNESS: | m ght have seen this
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yest er day.
BY MR BAUM

Q Okay. So in the e-mail on the cover of
the attachnent, it says attached -- "Dear all, attached

please find the letter that Charlie and | put together
for the purpose of informng the FDA of our packaging
m shap in the cital opram pediatric study."
Do you see that?
A Yes.
Q Do you recall putting together a letter
with Dr. Tiseo to be delivered to the FDA?
MR. ROBERTS: (bjection.
THE W TNESS:  No.
BY MR BAUM
Q Was it part of your duties to do
sonet hing like that?
MR. ROBERTS: Qbjection.
THE WTNESS: It wouldn't be out of
l'i ne.
BY MR BAUM
Q Then attached is a letter to the FDA in
draft, correct?
A Yes.

Q And in the first paragraph here it says
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that there was a clinical supplies package willing
error for CIT-MD 18.
Do you see that?

A Yes.

Q And it's for eight random zed patients
at two investigational sites?

A Yes.

Q And in the second paragraph it says,
"For reporting purposes, the primary efficacy analysis
wi |l exclude the eight potentially unblinded patients,
wth a secondary analysis including themalso to be
conducted," correct?

A Yes.

Q Wul d you agree that excluding the
unbl i nded or potentially unblinded patients fromthe
primary efficacy analysis was the scientifically
appropriate thing to do?

MR. ROBERTS. bjection.
THE W TNESS: Not necessarily.
BY MR BAUM

Q This is not what was actually done in

the final study report, though, correct?
MR. ROBERTS. (bjection.

THE W TNESS: Both anal yses -- well, no,
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| guess it was nine, right? But both anal yses
wer e conduct ed.
BY MR BAUM
Q Yeah, but one was -- doesn't ask primary
efficacy analysis and that here the prinmary efficacy
anal ysis was the one that excluded the eight
potentially unblinded patients, correct?
MR. ROBERTS. (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And the one that included them was goi ng
to be a secondary anal ysi s?
MR. ROBERTS: (bjection.
THE WTNESS: In this proposal, yes.
MR. BAUM Ckay. Let's go to the next
docunment. Mark it as Exhibit 17.
(Docunment marked for identification as
Fl i cker Deposition Exhibit No. 17.)
BY MR BAUM
Q And if you look at the top, it says
|l etter to FDA - draft, March 8, 2000, which is right
the sane day as the prior e-nail.
Do you recall that? Prior exhibit was

dated March 8 as well.
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MR. ROBERTS:. (bjection.

BY MR BAUM
Q And then there's sonme handwiting at the
top. Is that your handwiting?
A. That | ooks Iike nmy handwiting.
Q Ckay. So have you seen this docunent
bef ore?
MR. ROBERTS. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Okay. Does it appear to have been

sonet hing you did while you were working at Forest in
the ordinary course of Forest business?
MR. ROBERTS: (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q If you | ook at the typed portion of the
par agr aph, you see the paragraph starts by saying, "The
purpose of this letter is to informthe agency that an
error was made during the packagi ng of the clinica
supplies for the above-noted study."
Do you see that?
A Yes.

Q And then "Two of our investigationa
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sites called in to report that sone of their patients
were receiving white tablets and others were receiving
pi nk tablets.”
Do you see that?
A Yes.
Q And then "These reports were passed onto
Forest Cinical Packagi ng where it was di scovered that
a nunber of bottles of 'active' mnedication were
m st akenly packed with the pink-colored comerci al
Cel exa tablets instead of the standard white cital opram
tabl ets used for blinded clinical trials.”
Do you see that?
A Yes.
Q So based on this letter, it appears the
di spensing error was di scovered after two clinical
I nvestigators called Forest inquiring about why sone of
their patients were receiving white tablets and ot hers
were receiving pink ones, right?
MR. ROBERTS:. (bjection.
THE WTNESS: That's how it | ooked to
me.
BY MR BAUM
Q And they were supposed to all be

receiving white tablets, right?
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MR. ROBERTS:. (bjection.

THE WTNESS: | think we concl uded that.

BY MR BAUM

Q So the letter continues, "On March 2nd,

all sites were notified of this error by tel ephone and

by fax."
Do you see that?

A. Yes.

Q And that's consistent with what we read

earlier, right?
MR. ROBERTS. (bjection.
THE W TNESS: Yes.

BY MR BAUM

Q And in the March 2nd letter Dr. Tiseo

said that dispensing of the pink tablets would
automatically unblind the study, correct?
MR. ROBERTS: Qbjection.

THE WTNESS: Hi s fax?

BY MR BAUM

Q Yeah.

A That's what it says.

Q Returning to Exhibit 17, if you | ook at
the bottom of the page, it says -- no.

VR. ROBERTS: This is 17. W're still
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on 17.
BY MR BAUM

Q “"As only 8 of 160 patients had been
random zed at the tine this error was discovered, the

| npact upon the integrity of the study is suggested to

be mnimal."
Do you see that?
A Yes.
Q At this tine it was supposed that

pul ling these eight out would not affect anything, so
It was okay to not include themin the primry
anal ysis, correct?

MR. ROBERTS: (bjection.

THE WTNESS: |'m not sure what you
mean.
BY MR BAUM
Q It says, "As only 8 of 160 patients had

been random zed at the tinme this error was discovered,
the inpact upon the integrity of the study is suggested
to be mnimal." So that it's suggested we're not going
to count themand only eight -- and only eight of them
were not going to be counted, so it's not going to be a
bi g deal because you've got 160 patients anyway?

MR. ROBERTS. (bjection.
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1 THE WTNESS: Was this |letter even sent?

2 BY MR BAUM

3 Q Well, that's what we're going to find
4  out.

5 MR. ROBERTS. bjection.

6 THE WTNESS: So this is just one

7 person's opinion what they drafted here.

8 BY MR BAUM

9 Q Well, thisis, | think, a draft that you
10 and Dr. Tiseo worked on together.

11 MR. ROBERTS. (bjection. You're

12 testifying.

13 BY MR BAUM

14 Q Al right. So at the next to | ast
15 paragraph it's -- there would be -- it says, there's
16 going to be a full set of 160 patients -- no. Let ne

17  just backtrack.

18 Let me go up to the handwiting. It
19 says -- first it says reconsider no letter.

20 What did you nean by that?

21 MR. ROBERTS: (bjection.

22 THE WTNESS: | don't know.

23 BY MR BAUM

24 Q Were you suggesting that they just hide
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1 fromit the FDA?
2 MR. ROBERTS:. (bjection.
3 THE WTNESS: | don't know what
4 reconsider no error -- no letter.
5 BY MR BAUM
6 Q Ckay. Then next it says, "Due to a
7 packagi ng error, 8 random zed patients at 3
8 I nvestigational sites had access to potentially
9 unbl i ndi ng i nformation."
10 Do you see that?
11 A Are you tal ki ng about ny handwiting?
12 Q Yeah, your handwiting.
13 A Potential -- yes.
14 Q And then by adding potentially, you were
15 toning down Dr. Tiseo's automatically unblinded
16 | anguage, right?
17 MR. ROBERTS: Qbjection.
18 THE WTNESS: Well, | don't know who
19 wote this draft.
20 BY MR BAUM
21 Q kay. So let's go on to the next thing.
22 "Drug has been repackaged and a full conplenent of 160
23 additional patients will be enrolled under standard
24 doubl e-blind conditions."
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1 Do you see that?

2 A Yes.

3 Q And that's your handwiting, right?
4 MR. ROBERTS: Qbjection.

5 THE W TNESS:  Yes.

6 BY MR BAUM

7 Q And were you suggesting that a full set
8 of 160 patients would be enroll ed under standard

9 double-blind conditions, right?

10 MR. ROBERTS:. (bjection.

11 THE WTNESS: Well, that's what it says.
12 BY MR BAUM

13 Q And by inplication, you were suggesting
14 that the nine patients subject to the dispensing error

15 were not standardly doubl e-blinded, correct?

16 MR. ROBERTS: (bjection.
17 THE WTNESS: It doesn't directly
18 suggest that.

19 BY MR BAUM

20 Q But it does by inplication, doesn't it?
21 MR. ROBERTS: (bjection.

22 THE WTNESS: | think it does suggest
23 t hat .

24 BY MR BAUM
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1 Q And then next you say, "For reporting
2 purposes, the primary efficacy analysis will exclude
3 the potentially unblinded patients, and a secondary

4 analysis including themw || also be conducted.™

5 Do you see that?
6 A Yes.
7 Q And so you were suggesting that the

8 primary efficacy nmeasure woul d exclude the patients
9 exposed to the dispensing error, correct?

10 MR. ROBERTS:. (bjection.

11 THE W TNESS: Yes.

12 BY MR BAUM

13 Q That was your handwiting?
14 MR. ROBERTS: (bjection.
15 THE WTNESS: That's my handwiti ng.

16 BY MR BAUM
17 Q You thought that was a good idea at the

18 tinme, right?

19 MR. ROBERTS:. (bjection.
20 THE WTNESS: That was a proposed
21 sol uti on.

22 BY MR BAUM
23 Q Go to the next exhibit, 18 -- oh, in

24 Exhibit 17 where it says, "Two of our investigational
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sites called in to report that sone of their patients

wer e receiving

pi nk tabl ets,

A

Q
right?

I nvesti
BY MR, BAUM

Q

the pills and t

m schar

white tablets and others were receiving
do you see that?
Yes.

Those investigators were unbli nded,

MR. ROBERTS:. (bjection.
THE WTNESS: Well, it doesn't specify

gators, soneone at the site.

So soneone at the site in dealing with
he patients was unblinded, correct?
MR. ROBERTS. (bjection,

acterizes the docunent.

THE WTNESS: They were potentially

unbl i nded. They woul d have had to associate

t he. ..
MR BAUM Let's go to Exhibit 18.
MR. ROBERTS: Hold on. Are you
fini shed?
THE W TNESS: Yeah.
(Docunent marked for identification as
Fli cker Deposition Exhibit No. 18.)
BY MR BAUM
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Q They got the neno, though, from
Dr. Tiseo, correct?
MR. ROBERTS. (bjection.
THE WTNESS: How would | know?
BY MR. BAUM
Q Let's take a look at 18. This is
MDL- FOREMD030384, and it's an e-mail response to
Dr. Tiseo's e-mail from Anmy Rubin, and when | say
response to Dr. Tiseo's neno, he sent a nmeno out
requesti ng suggestions to the revisions to the letter
to go to the FDA. Then Any Rubin sends to Law ence
d anoff, lIvan Gergel Anjana Bose, Paul Tiseo, Tracey
Varner, Julie Kilbane and you this proposed draft of
the letter to the FDA

Do you see that?

A Yes.
Q And it's dated March 9th, 2000.
Do you see that? Yes?
A ' m | ooki ng.
Q It's right up at the top, up here.
A Oh, yeah, yeah.
Q You see that?
A Yes.
Q Ckay. And that's a day after Dr. Tiseo
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asked for sonme coments?

A kay.

Q And Any Rubin, do you know what her job
was ?

A No.

Q You don't know whet her or not she was in

regul atory affairs?
MR. ROBERTS: (bjection.

THE W TNESS: Based on this, she --

well, | assune she was in regul atory.
BY MR BAUM

Q Ckay. So in this e-mail M. Rubin
states, "I have taken the liberty of editing your

letter as follows: Please make any ot her changes you
feel are necessary."
Do you see that?

A Yes.

Q And t hen bel ow she appears to have nade
sone edits or cut and pasted a version of the draft
that you and Dr. Tiseo had worked on.

Do you see that?
MR. ROBERTS: Qbjection.
THE WTNESS: That seens to be a

reasonabl e scenari o.
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1 BY MR BAUM

2 Q Now, she changed the line fromthat you
3 or Dr. Tiseo or in your handwiting you said 8

4 random zed patients at 2 investigational sites were

5 dispensed nedications that could have potentially

6 unbl i nded the study, and that nowit's been changed by
7 Ay Rubin to say nedication was di spensed to eight

8 random zed patients in a fashion that had the potenti al

9 to cause patient bias.

10 Do you see that?
11 A Yes.
12 MR. ROBERTS: (bjection.

13 BY MR BAUM

14 Q And that phrase, "potential to cause
15 patient bias" is different fromwhat Dr. Tiseo had in
16 m nd when he said that it was m stakenly unbli nded,

17 correct?

18 MR. ROBERTS. bjection.
19 THE W TNESS: | don't see where
20 Dr. Tiseo said that.

21 BY MR BAUM
22 Q Ri ght here, he says, "As a result,
23 dispensing these tablets would automatically unblind

24  the study."
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A So he didn't say m stakenly unblinded.
He said if they were dispensed. So what's the
guesti on?
Q Her phrasing is different than this
| anguage, correct?
MR. ROBERTS:. bjection.
THE WTNESS: Those two are differently
di fferent, yes.
BY MR BAUM
Q And it's different from saying that they
were potentially unblinded, correct?
MR. ROBERTS: (bjection.
THE WTNESS: Wat's different from

potential ly unblinded?

BY MR BAUM
Q Potential to cause patient bias.
A That is different.
Q And that's different from saying that

the integrity of the blind was unm stakenly vi ol at ed,
correct?
MR. ROBERTS: (bjection.
THE WTNESS: |It's definitely different
fromsaying the integrity of the blind was

what ?
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BY MR BAUM
Q Unm st akenl y vi ol at ed.
A M st akenly or unm st akenly.
Q Unm st akenly, okay.

MR. ROBERTS. bjection.
MR BAUM Let's go to Exhibit 19.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 19.)
BY MR BAUM
Q This is an e-nail dated -- an e-mai
chain going fromMrch 8 to March 14 between Pau
Ti seo, Any Rubin and you, and if you | ook at the
e-mail -- look at the e-mail string, you will see that
the things that are bel ow are what we just went through
the e-mail from March 8 from Paul Tiseo asking for
comments and then attached to that is Any's -- Any
Rubin's e-mail with her revisions, and then you are
comrenting on top of that.
Do you see that?
A. It | ooks that way.
Q It says, although the patient -- sorry.
Al t hough "potential to cause bias" is a nasterfu
stroke of euphemism | would be alittle nore up front

about the fact that the integrity of the blind was
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unm st akenly vi ol at ed.
Do you see that?
A Yes.
Q Have you seen this before?
MR. ROBERTS. bjection.
THE WTNESS: | saw this yesterday.
BY MR BAUM
Q kay. And do you have any reason to
believe you didn't wite that?
MR. ROBERTS:. (bjection.
THE WTNESS: | probably wote this.
BY MR BAUM
Q And this was produced in the ordinary
course of Forest business, correct?
MR. ROBERTS. bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And so you were directly involved in
resol ving the di spensing error problem correct?
MR. ROBERTS:. (bjection.
THE WTNESS: It woul d appear that | was
I nvol ved in preparing this conmunication to the
FDA regardi ng the problem

BY MR BAUM
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Q Ckay. And according to you, using the
phrase potential to cause patient bias in a letter to
the FDA was a nmasterful stroke of euphem sm correct?

MR. ROBERTS: (bjection.
THE WTNESS: | think | wote that.
BY MR BAUM

Q And according to you, use of the phrase
potential to cause bias was not being up front with the
FDA, right?

MR. ROBERTS:. (bjection.
THE WTNESS: Yes, | felt that it was
not a straightforward enough description.
BY MR BAUM

Q And according to you, Forest should have
just been up front about the fact that the integrity of
the blind was unm stakenly viol ated, correct?

MR. ROBERTS: Qbjection.
THE WTNESS: | think it was

necessary -- | felt that it was necessary -- it

appears that | felt it was necessary to

communi cate to the agency that there had

been -- that protocol violations had occurred

that affected the blind of the study.

MR. BAUM Can you repeat the question.
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(The court reporter read back the record
as requested.)
MR. ROBERTS: | renew ny objections, if
we're asking it to himagain.
BY MR BAUM
Q I think you answered a slightly
different question, which | appreciate you're trying to
articulate, but | just want a direct answer to that
questi on.
A Can you repeat the question.
(The court reporter read back the record
as requested.)
MR. ROBERTS: (bjection.
THE WTNESS: | certainly felt that
Forest should be up front about that there had
been a protocol violation -- that had been

protocol violations that affected the integrity

of the blind.
BY MR BAUM
Q Now, you're aware that the |anguage

regarding potential to cause bias actually ended up in
the study report, and your |anguage about unm stakenly
violated did not end up in there, correct?

MR. ROBERTS. (bjection.
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THE W TNESS: No.
BY MR BAUM
Q You think your |anguage nade it into the
report?
MR. ROBERTS. bjection.
THE WTNESS: | don't know what was in
the report. The report or the letter?
BY MR BAUM
Q Ch, sorry. The letter. Sorry.

We'll get to that.

Do you know whet her or not ultimtely
the phrase potential to cause bias is what ended up in
the letter that Forest sent to the FDA?

MR. ROBERTS: (bjection.

THE WTNESS: No, | do not.

MR BAUM Let's go to Exhibit 19.

MR ROBERTS: Twenty.

MR. BAUM Ch, 20, sorry.

(Docunent marked for identification as

Fl i cker Deposition Exhibit No. 20.)
BY MR BAUM

Q This is FOREM)030382, and it's from Any
Rubin to you, Charlie Flicker, and CC d to Paul Ti seo.

It's dated March 15th, which is the day after your
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1 e-mail to her dated March 14th and the subject is the

2 letter to the FDA for Cl T-18.

3 Do you see that?
4 A Yeah.
5 Q Do you think it was Any Rubin's job to

6 create masterful euphemsnms in letters to the FDA?

7 MR. ROBERTS:. (bjection.

8 THE W TNESS: No.

9 BY MR BAUM

10 Q And do you think she used the phrase

11 potential to cause patient bias because she consi dered
12 It her job to protect marketing and nedi cal by using

13 mast erful euphem sns?

14 MR. ROBERTS: (bjection.
15 THE WTNESS: | think she was softening
16 t he | anguage.

17 BY MR BAUM

18 Q That made it m sl eading, correct?

19 MR. ROBERTS:. (bjection.

20 THE WTNESS: No, | don't think it's

21 m sl eading. | think potential to cause bias is
22 accurate, but at |least when | wote ny comment,
23 | thought the statenment should be a nore

24 straightforward statenent that the inpact was
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upon the study blind should have been incl uded.
BY MR BAUM
Q kay. So have you seen this e-nail
before that's Exhibit 20?
MR. ROBERTS. bjection.

THE WTNESS: Twenty?

BY MR BAUM

Q It's the one you' ve got in your hand
t here?

A Yes.

Q When did you see it?

A Yest er day.

Q kay. And you see it's addressed to
you.

Does this appear to have been produced
in the ordinary course of Forest business?

MR. ROBERTS: Qbjection.

THE W TNESS:  Yes.
BY MR BAUM

Q And Ms. Rubin responds to your e-nai

fromthe day before, "Thanks for the conplinent. Part
of ny job is to create 'nmasterful’' euphem sns to
protect nedical and marketing."

Do you see that?
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1 A Yes.
2 Q Were you bothered that Ms. Rubin had
3 appeared to ignore your concern that the | anguage she

4 suggested was not being up front wth the FDA?

5 MR. ROBERTS. bjection.

6 THE WTNESS: Well, obviously, | don't
7 remenber this interaction. It |Iooks to ne as
8 I f she was j oking.

9 BY MR BAUM

10 Q In your opinion, do you think it was
11  appropriate for Ms. Rubin to be creating nmasterful

12 euphem sns to protect nedical and marketing in her

13 communi cations with the FDA?

14 MR. ROBERTS: (bjection.
15 THE WTNESS: Do | think it was
16 appropriate for her to create a euphem sn?

17 BY MR BAUM
18 Q Mast erful euphem sns to protect nedical

19 and marketing in her conmmuni cations with the FDA.

20 MR. ROBERTS:. (bjection.
21 THE WTNESS: | don't think that was
22 part of her job description.

23 BY MR BAUM

24 Q She was essentially braggi ng about
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m sl eadi ng the FDA, wasn't she?
MR. ROBERTS:. (bjection.
THE WTNESS: | think she was j oking.
BY MR BAUM
Q So if the language actually ended up in
the letter to the FDA, wasn't she actually performng
the act of conveying sonmething less up front to the FDA
t han you t hought ought to have been conveyed?
MR. ROBERTS: (bjection.
THE WTNESS: | would have to see the
|l etter that actually went to the FDA.
BY MR BAUM
Q Al right. But she's joking about
m sl eadi ng the FDA, essentially, correct?
MR. ROBERTS:. bjection,
m scharacterizes the docunent, causes for
specul ati on.
THE WTNESS: | think she's joking about

her linguistic dexterity.

BY MR BAUM
Q And that linguistic dexterity or
wordsmthing was -- resulted in creating a nmasterful

euphem smto protect nedical and marketing --

MR. ROBERTS. (bjection.
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BY MR BAUM

Q -- in her communi cations with the FDA,
correct?

A Wll, | think it's a joke, but | think

t he | anguage coul d be described as eupheni stic.
MR. BAUM Ckay. So let's take a |ook
at Exhibit 21.
(Docunent marked for identification as
Fli cker Deposition Exhibit No. 21.)
BY MR BAUM
Q Wiich is the letter that actually went
to the FDA dated March 20th, 2000 addressed to Russel
Katz from Forest, Tracey Varner, and manager of
regul atory affairs for Forest.
Do you see that?
A Yes.
Q Have you seen this before?
MR. ROBERTS. bjection.
THE W TNESS: No.
BY MR BAUM
Q So let's take a | ook at this.
Do you recall that Ms. Varner was in the
line of e-mails regarding the unblinding problenf

MR. ROBERTS. (bjection.
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1 THE W TNESS: No.

2 BY MR ROBERTS:

3 Q Let's take a |l ook at Exhibit 14. Do you

4 see it?

5 MR. ROBERTS. Do you have it? This is
6 what it |ooks |iKke.

7 THE W TNESS: Wi ch one?

8 MR. BAUM  Fourteen.

9 MR. ROBERTS: Exhibit 14. Here, | see
10 it, Exhibit 14.

11 BY MR BAUM

12 Q So this is the e-mail cover letter with

13 the urgent nessage neno that went out on March 2nd.
14 A kay.
15 MR. ROBERTS. bjection.

16 BY MR BAUM

17 Q And if you see on the addressee |ines,

18 you've got Tracey Varner and Any Rubin.

19 Do you see that?

20 A Yeah.

21 Q Do you see them both?

22 A Yeah.

23 Q Okay. So here Tracey Varner is now

24 Informng the FDA essentially what happened as
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1 reflected in this March 2nd, 2000 neno that went out to
2 the investigator sites, correct?

3 MR. ROBERTS: (bjection.

4 THE W TNESS: Excuse ne?

5 BY MR BAUM

6 Q This letter from Tracey Varner to the

7 FDA dated March 20th, 2000 is inform ng the FDA about
8 the dispensing error problemthat was discussed in the
9 March 2nd letter that went out to the investigator

10 sites?

11 A Yes.

12 MR. ROBERTS: (bjection.

13 BY MR BAUM

14 Q So the first line says, "Dear Dr. Katz,
15 we are taking this opportunity to notify the D vision
16 of a clinical supply packaging error for study

17 CIT-MD>- 18 (site #2 - Dr. Busner and site #16 -

18 Dr. Wagner). Due to this error, nedication was

19 di spensed to ei ght random zed patients in the fashion

20 that had the potential to cause patient bias."

21 Did | read that correctly?
22 A Yes.
23 Q And that's Any Rubin's | anguage that

24 made it into the letter that went to the FDA, correct?
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1 MR. ROBERTS: (bjection.

2 THE WTNESS: The potential to cause

3 patient bias is the sane phrase that was in Ay
4 Rubin's e-mail.

5 BY MR BAUM
6 Q And that's what you characterize as a
7 mast erful euphem sm for the blind having been

8 unm stakenly violated, correct?

9 MR. ROBERTS: (bjection.
10 THE WTNESS: | nmade a statenment that it
11 was a masterful euphem sm yeah.

12 BY MR BAUM

13 Q For what you said was the blind had
14 unm st akenly been viol ated, correct?

15 MR. ROBERTS. bjection.

16 THE WTNESS: | have to look at it.

17 BY MR BAUM

18 Q Find it?

19 A Yeah. Well, there are two separate
20 statenents. One is that it's a euphemism The other
21 is that there was a violation of the study blind.

22 Q And when you wote that e-mail, you were
23 attenpting to be accurate at the time, correct?

24 MR. ROBERTS. (bjection.
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THE WTNESS: | was always attenpting to

be accur at e.

BY MR BAUM
Q kay. Al right. So next it says, "A
full conplenent of 160 patients will be enrolled under

standard doubl e-blind conditions."
Do you see that?
A Yes.
Q And that's the line that you wote,
handwote in the draft that you edited, correct?

MR. ROBERTS. (bjection.

BY MR BAUM
Q Ri ght here.
A Yes, that's -- that's ny handwiting.
Q So by inplication, again, what you

conveyed to the FDA was that these eight patients
subject to the dispensing error were not standardly
doubl e- bl i nded, right?

MR. ROBERTS:. (bjection.

THE WTNESS: Well, it's not really

exactly what | wote.

BY MR, BAUM
Q What did you wite?
A And a full conplenent of 160 additi onal
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patients will be enroll ed.
Q So were you thinking that there would be
a new group of patients that would be enrolled that
woul d not be subject to the dispensing error?
A. | don't know what | was thinking, but I
don't think that's what | was thinking.
Q What did that |ine mean?
MR. ROBERTS. (bjection.
THE WTNESS: That there would be -- I'd

have to specul at e.

BY MR BAUM
Q Well, you were the author
MR. ROBERTS: (bjection.
BY MR BAUM
Q That was your handwiting; that was your
t hought s.
MR. ROBERTS: Qbjection.
THE WTNESS: It was ny thoughts 20
years ago, but -- and if you want ne to
specul ate, | can specul ate on --
BY MR BAUM
Q I wouldn't call it speculation when |'m

talking to the guy who actually wote it, but you give

me your best inpression of what you thought you neant.
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MR. ROBERTS: (bjection,
m scharacterizing the witness' statenent.
THE WTNESS: What's the question again?
BY MR BAUM
Q What did you think you neant by that
i ne?
MR. ROBERTS:. (bjection.
THE WTNESS: That there would be at
| east 160 nore patients enrolled in the study.
BY MR BAUM
Q And they woul d not have the problemof a
di spensing error, correct?
MR. ROBERTS: (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q kay. So next it says, in this letter
to the FDA, "For reporting purposes, the primry
efficacy analysis will exclude the eight potentially
unbl i nded patients, wth a secondary anal ysis incl uding
them al so to be conducted.”
Do you see that?
A Yes.
Q So that, again, is what actually went to

the FDA saying that the primary efficacy anal ysis woul d
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1 exclude the patients exposed to the dispensing error,
2 correct?

3 MR. ROBERTS: (bjection.

4 THE W TNESS: Yes.

5 BY MR BAUM

6 Q And that's not what was done, correct?
7 MR. ROBERTS:. (bjection.
8 THE WTNESS: That's correct.

9 BY MR BAUM

10 Q Do you know why there was a change?
11 A | woul d have to specul ate.
12 Q Ckay. So, ultimately, what Forest

13 prom sed the FDA was going to do, it didn't do,

14 correct?

15 MR. ROBERTS. (bjection, you're

16 testifying.

17 THE W TNESS: They conducted both of the
18 anal yses.

19 BY MR BAUM
20 Q Al'l right. But which one was designated

21 as the primary anal ysi s?

22 MR. ROBERTS: Qbjection.
23 THE WTNESS: The analysis of the ITT
24 popul ati on was the prinmary anal ysis.
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BY VR. BAUM
Q And what it says here is that they were
going to have the analysis with the eight unblinded

patients, potentially unblinded patients excl uded,

correct?
MR. ROBERTS:. bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q That was a nore scientifically

appropriate thing to do, wasn't it?
MR. ROBERTS. (bjection.
THE WTNESS: | would characterize it is
a proposed solution to the unblinding problem
MR. BAUM Ckay. Let's go to Exhibit
22.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 22.)
BY MR BAUM
Q So Exhibit 22 is MDL- FORP0168046. It's
an e-mail from Joan Barton to you, Paul Tiseo, Joan
Howard Jane Wi and Carl os Cobl es dated Decenber 6, 2000
regardi ng CI T- MD- 18 study drug.
Do you see that?

A. Yes.
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Q Does it appear to have been produced in
the ordinary course of business?

MR. ROBERTS. (bjection.
THE W TNESS:  Yes.
BY MR BAUM

Q Do you have any reason to believe that
you didn't receive it?

MR. ROBERTS. (bjection.
THE W TNESS: No.
BY MR BAUM

Q Ckay. So here it says, "Attached is a
tabl e showi ng which patients were random zed when the
probl em was di scovered that the study drug was
unblinded. A total of 6 adolescents and 3 children had
al ready been random zed. Please let ne knowif this
will alter the total nunmber of child or adol escent
patients to be random zed for this trial."

Did | read that correctly?

A Yes.

Q So you had recommended t hat anot her 160
patients be brought in to create a trial that didn't
have any patients exposed to the dispensing error,
correct?

MR. ROBERTS. (bjection.
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THE W TNESS: No.
BY MR BAUM
Q That's what you wote in your
handwiting, right?
MR. ROBERTS. bjection.

THE W TNESS: No.

BY MR BAUM

Q What did you wite?

A | wote that 160 nore patients would be
enrol | ed.

Q Ckay. Maybe | m sunderstood. That's

what | thought | was saying.
So and here Ms. Barton says, the study
drug was unblinded, not potentially unblinded, correct?
MR. ROBERTS. bjection.

THE WTNESS: It says "study drug was

unbl i nded. "
BY MR BAUM
Q It doesn't say potentially unblinded or

potential to cause bias?

MR. ROBERTS: (bjection.

BY MR BAUM
Q It says they were unblinded, right?
A Well, the study drug was not blinded.
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1 Q This says the study drug was unbl i nded,

2 correct?

3 MR. ROBERTS: (bjection.

4 THE WTNESS: Right. That's not the
5 same as the study being unblinded or the

6 patients bei ng unblinded.

7 BY MR BAUM

8 Q Okay. So let's -- but this --

9 A The study drug was not -- it would be
10 nore accurate to say the study drug was not blind.

11 Q So that woul d be a protocol violation,

12 t hough, right?

13 MR. ROBERTS: (bjection.

14 THE WTNESS: | would regard that as a
15 protocol violation.

16 (Docunment marked for identification as
17 Fl i cker Deposition Exhibit No. 23.)

18 BY MR BAUM

19 Q We're going to go to the next exhibit,
20 Exhibit 23. This is dated January 5th, 2001. It's a
21  Forest Labs inter-office nmenorandum from Janes Jin,

22 draft statistical analysis plan, and it's addressed to
23 Ed Lakat os, Jane Wi, Wendy Ma, Shanshan Wang and Julie

24 Ki | bane.
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1 MR, ROBERTS:

2 BY MR BAUM

They're on the CC |ine.

3 Q Onthe CCline. And then if you --

4 well, do you recall being involved in any of the

5 citalopramclinical trial neetings?

6 MR. ROBERTS:. bjection.

7 THE WTNESS: | nust have been. These
8 particul ar neetings? OCh, the cital opram

9 clinical tean?

10 BY MR BAUM

11 Q There were nmultiple clinical team

12 nmeeti ngs.

13 Do you recall having |like weekly

14 neeti ngs?

15 A | don't know.

16 Q Did you attend any of thenf?

17 MR. ROBERTS: Qbjection.

18 THE WTNESS: | don't know.

19 BY MR BAUM

20 Q kay. Here -- do you know who Janes Jin
21  was?

22 A Vaguel y.

23 Q Do you recall he was a biostatistician
24 on the MD 187
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A Yeah.
Q Do you recall corresponding with him
about getting drafts of the tables done?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Have you seen docunents goi ng back and
forth between you regarding drafts of the efficacy
t abl es?
MR. ROBERTS:. (bjection.
THE W TNESS: No.
BY MR BAUM
Q Al'l right. So here he's saying,
"attached for your reviewis draft statistical analysis
pl an," and pl ease return your comrents, and there were
ni ne patients who were random zed at the begi nning of
the study but not blinded.
Do you see that?
A Yes, | see that.
Q So right there he's saying they were not
bl i nded, correct?
MR. ROBERTS: Qbjection.
THE WTNESS: That's what it says.

MR BAUM Let's go to the next exhibit.
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1 (Docunent marked for identification as
2 Fli cker Deposition Exhibit No. 24.)

3 BY MR BAUM

4 Q This is Exhibit 24, and this is an

5 inter-office nmenorandum from Janes Jimto Paul Tiseo,
6 Charles Flicker and |Ivan CGergel dated January 5th,

7 2001, MDL-FORP0175632.

8 Do you see that?

9 MR. ROBERTS: No, that's not. Can you
10 read the MDL again? | think we're | ooking at
11 different things, but maybe we're not. Wat's
12 your nunber again? Is it 49936?

13 MR WSNER. W're |ooking at the sane
14 thing, it's just the script is --

15 MR. BAUM |'ve got 49936. Did | read
16 sonet hi ng of f wrong?

17 MR ROBERTS: You didn't read 49936,
18 don't think, did you?

19 MR. WSNER: Go off the record.

20 MR BAUM No, here, | got it, Exhibit
21 24 you have is FORP0049936; is that correct?
22 MR. ROBERTS: Yes.

23 BY MR BAUM

24 Q And this is a menorandumfromDr. Jin to
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1 you, Paul Tiseo, Scott MDonald, Ed Lakatos and Jane Wi
2 dated July 10, 2001, correct?

3 A Yes.

4 Q And it has a test run 3 tables:

5 Cl T- MD- 18.

6 Do you recall this docunent?

7 A No.

8 Q Have you seen this document before?
9 M5. KIEHN: He just says he doesn't
10 recall it.

11 MR. ROBERTS. (bjection.

12 THE W TNESS: No.

13 BY MR BAUM

14 Q Was this docunent produced in the

15 ordinary course of Forest business?

16 MR. ROBERTS: (bjection.

17 THE W TNESS: Looks that way.

18 BY MR BAUM

19 Q Do you have any reason to believe that

20 you didn't receive it?

21 MR. ROBERTS: (bjection. He doesn't
22 recall it.
23 THE W TNESS:  No.

24 BY MR BAUM

ol kow Technol ogi es, I nc. Page 325




Charl es Flicker, Ph.D.

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

Q So the subject of this neno that you
sent was test run 3 tables.
What does that nean?
MR. ROBERTS: (bjection.
THE WTNESS: Were does it say that?
BY MR BAUM
Q It's in the subject line, test run 3

tables C T- MD- 18.

A What does that nmean?

Q Yeah.

A | don't know.

Q Do you recall a run being done of the

tables for MD-18 to see if the program worked?
MR. ROBERTS: (bjection.

THE WTNESS: No.

BY MR BAUM
Q Ckay. Do you see the handwiting bel ow?
A Yes.
Q I's your handwriting?
MR. ROBERTS:. (bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And it has this instructions, it |ooks

li ke, to Janes Jin; is that correct?
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1 MR. ROBERTS:. (bjection.

2 THE W TNESS: Yes.

3 BY MR BAUM

4 Q And anong those instructions is please
5 provi de draft appendi x tables and plots: 1 prinmary

6 efficacy analysis - |ITT subpopul ati on, asteri sk,

7 asterisk, patients with drug di spensing error excluded.

8 Do you see that?
9 A Yes.
10 Q That's your handwiting, and that's what

11  you were instructing at the tine?

12 MR. ROBERTS: (bjection.

13 THE W TNESS:  Yes.

14 (Docunent marked for identification as
15 Fli cker Deposition Exhibit No. 25.)

16 BY MR BAUM

17 Q We're just going to go to the next

18 exhibit, 25, which is ML-FOREMD010201 from Jane Wi to
19 Janes Jin and Qong Wang, and it says, "W need to

20 generate Tables 4.1A and 4.1B for |ITT popul ati on,

21  excluding the 9 patients who were unblinded at the

22 begi nning of the study. Can you please tell Q ong who
23 they are and try to get the results before 9:30, Friday

24 norni ng?" This was sent at 12:30 a.m on August 10t h.
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Do you see that?
A Yes.
Q And then below there's an e-mail from
Jane Wi to Paul Tiseo and you regarding CI T-MD-18. It
says, Paul, Charlie, we will neet with you to talk
about the results of CIT-18 in R&D conference room at
9:30 to 10: 30 on August 10t h.
Do you recall attending that neeting?
MR. ROBERTS: (bjection.
THE W TNESS: No.
BY MR BAUM
Q Do you recall that August 10th is the
date, according to Mary Prescott, you sent her positive
results for CT-MD-18, fromthat earlier e-mail?
MR. ROBERTS. bjection.
THE W TNESS: No.
BY MR BAUM
Q Was it a coincidence they' re the sane
dat es?
MR. ROBERTS:. (bjection.
M5. KIEHN: He just said he doesn't
remenber being the sane date.
THE W TNESS:  No.

BY MR BAUM
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Q So does this appear to be produced in
the ordinary course of business?
MR. ROBERTS. (bjection.

THE WTNESS: This neno?

BY MR BAUM

Q Yeah, this e-mail here, this e-mil
string.

A Yeah.

Q Do you have any reason to doubt you

received the e-mail that was addressed to you?
MR. ROBERTS: nbjection. He doesn't
r emenber.

THE W TNESS:  No.

BY MR BAUM
Q kay. So at this point, per this
e-mail, the analysis excluding the unblinded patients

was appearing as Tables 4.1A and 4. 1B and not in the
appendi x, right?
MR. ROBERTS: bjection. He's talking
about Exhibit 25 in here.
THE WTNESS: No, but he's saying -- no,
this is a request to --
MR. ROBERTS. You can ask himto clarify

I f you don't understand.
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THE WTNESS: Let nme just look at this.
BY MR BAUM
Q Wel |, that docunent is going to be a
little confusing to you because that was a --
A. No, that's not confusing at all.

M5. KIEHN: Gve himtinme to | ook at the

docunent s.
BY MR BAUM
Q Al right, go ahead.
A No. M understanding of this docunent

Is that Jane Wi is telling Janes Jin to do a reanal ysis
I n which the eight patients are excluded, but Table

4.1A is an ITT analysis. It's right in here.

Q Yeah.

A So this is a subpopul ati on anal ysi s.

Q kay. So here let ne just nove on to
anot her subject. | got your answer there.

You're saying that this is -- the
reanal ysis nmay not have ended up as a 4.1A or 4.4B; is
that correct?

MR. ROBERTS: (bjection.

THE WTNESS: No, that's not what |I'm

saying. I|I'msaying the ITT analysis in this

anal ysis plan is 4. 1A
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BY MR BAUM

Q Okay. Now, next she says that that
anal ysis was bei ng done "excluding the 9 patients who
wer e unblinded at the beginning of the study."

Do you see that?

A Yes.

Q And she's saying who were unblinded, not
potentially unblinded or with the potential to cause
patient bias. This is saying that excluding the nine
patients who were unblinded at the beginning of the
study, correct?

MR. ROBERTS: (bjection.
THE WTNESS: That is the | anguage that
she used.
MR. BAUM Ckay, let's go to the next
exhi bit.
(Docunent marked for identification as
Fl i cker Deposition Exhibit No. 26.)
BY MR BAUM

Q Exhi bit 26, MDL- FORP0049697. This is an
undat ed docunent from your custodial file, and these
are efficacy tables for CT-M>-18, and if you flip a
coupl e pages in to one, two, three -- the fourth page

in, you'll see sonme handwiting up at the top of Table
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1 4. 1A
2 MR. ROBERTS. Are you talking the one
3 that ends in 703.
4 THE WTNESS: Onh, yeah, it ends in Bates
5 Nurmber 703. Thanks.
6 MR. ROBERTS: So the Bates nunbers are
7 in the bottomright corner. |t should say 703
8 at the bottomof it.
9 MR WSNER 4. 1A
10 MR. ROBERTS. Right there. So this is
11 what he's tal king about.
12 THE W TNESS: Ckay.
13 BY MR BAUM
14 Q You see the handwiting in the upper
15 right?
16 A Yes.
17 Q It says "excluded 9 patients."
18 A Yes.
19 Q That's your handwiting, isn't it?
20 A No.
21 Q That's not your handwiting?
22 A No.
23 MR. ROBERTS. (bjection.
24 BY MR BAUM
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1 Q Ckay. So it's dated August 10, 2001.
2 You see the table date there?
3 A Yes.
4 Q Does this appear to have been produced
5 in the ordinary course of Forest business?
6 MR. ROBERTS:. bjection.
7 THE W TNESS: Yes.
8 BY MR BAUM
9 Q If you |look at the -- if you | ook across
10 the top, the total N nunbers were 85 and 89 for the
11 participants in the trial. That ended up to 174.
12 Do you see that?
13 A Yes.
14 Q That nunber is the nunber with the
15 unblinded patients included, and if you take them out,
16 you end up with a nunber of 166, correct?
17 MR. ROBERTS: Qbjection.
18 THE W TNESS:  Okay.
19 BY MR BAUM
20 Q And if you | ook down at the N nunbers in
21  the body of this table, you'll see that the N for the
22 total placebo patients is 81, and the N for the tota
23 citaloprampatients is 85.
24 Do you see that?
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A Where are you | ooking, in the actual
t abl es?

Q Right there, this N

A. Yeah, yeah.

Q And if you go here, that's 81

A Ri ght.

Q And then over here, it's 85. And

t hroughout each of these weeks it's 81 and 85.

A Got you.

Q And that adds up to 166, correct?

A Yes.

Q So that's the nunber of patients when

you exclude the nine patients who were subject to the
di spensing error, correct?
MR. ROBERTS. bjection.
THE WTNESS: Yes, it's consistent with
t he comment .
BY MR. BAUM
Q And if you go over to the next page,
you' Il see that at Wek 8 there's a P-val ue of .052,
correct? Right there, yes?
A Yes.
Q And so that's -- this is the table that

ended up becom ng essentially Appendix 6 in the study
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1 report, correct?

2 A Yes.

3 MR. ROBERTS: (bjection.

4 BY MR BAUM

5 Q And it was not made 3.1, which was the
6 primary efficacy outcone, correct?

7 MR. ROBERTS:. (bjection.

8 THE W TNESS: Excuse ne?

9 BY MR BAUM

10 Q This tabl e was not used as the prinmary
11  outconme neasure; it was placed in the appendi x of the

12 study report, correct?

13 MR. ROBERTS: (bjection.

14 THE W TNESS:  Yes.

15 MR BAUM So now we can take a break.
16 THE VI DEOGRAPHER: We wil| be going off
17 the record at 2:32 p.m This marks the end of
18 Media 7.

19 (Brief recess.)

20 THE VI DEOCGRAPHER: We will be goi ng back
21 on the record at 2:43 p.m This marks the

22 begi nni ng of Medi a 8.

23 Go ahead, Counsel.

24 BY MR BAUM
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1 Q

2 hel d on August

3

4 A
S Q
6 A
7 | ooked at?
8 Q
9 A
10 Q

So there was a neeting that was being
10 in one of the earlier e-mails.

Do you recall that?

No.

Al right. So that --

Oh, do I recall the e-mail that we

Yeah, yeabh.
Yes.

That there was a neeting that was being

11 hel d the norning of August 10 --

12 A

13 Q

Yes.

-- and that needed to get a run done

14 wth the unblinded patients excluded for that neeting.

15 A
16 Q
17

18 BY MR BAUM

19 Q

Yes.
Do you recall that?

MR. ROBERTS: Qbjection.

And then this is a run that's dated

20  August 10 for that. Do you --

21

22 BY MR BAUM

MR. ROBERTS: (bjection.

23 Q -- see that?
24 A Well, yes, | know what you nean.
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Q And so do you -- was it at that nonent
when you first learned that the -- with the excl uded

di spensing error patients, the P-value was greater than

. 0507

MR. ROBERTS. bjection.

THE WTNESS: |'massumng that this
neeting held on August 10th was held, it would
appear that that would be the first tinme that
those -- that that analysis was avail abl e.

BY MR BAUM
Q Is that the reason why the anal ysis

excluding the patients was not used as the primary
ef fi cacy neasure?
MR. ROBERTS: (bjection.

THE WTNESS: That requires specul ation

on mmy part.
BY MR, BAUM
Q Well, you and Any Rubin and Tracey

Varner essentially prom sed the FDA that the primary
ef fi cacy neasure woul d exclude those patients, correct?
MR. ROBERTS: (bjection.
THE WTNESS: W -- there was a proposa
to the FDA that a primary efficacy analysis

woul d be done in which those patients were
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excluded. | don't know what the response to

t he agency was.

BY MR BAUM
Q Ckay.
A. Response of the agency was.
Q And it wasn't a proposal. It said we
wll not include them correct?
MR. ROBERTS. (bjection.
THE WTNESS: |'mnot exactly sure, but
it was -- but there is a description of a

primary efficacy anal ysis excluding the eight

patients.
BY MR BAUM
Q kay. And that says, for reporting

pur poses, the primary efficacy analysis will exclude
the eight potentially unblinded patients.
Do you see that?
A Yes.
Q It doesn't propose that, it says it wll
not be included, correct?
MR. ROBERTS: (bjection.
BY MR BAUM
Q They will not be included, correct?

MR. ROBERTS. (bjection.
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THE WTNESS: Still a proposal.
BY MR BAUM
Q It doesn't say may, it says wll,
doesn't it?
MR. ROBERTS. bjection.
THE WTNESS: Yes, it does say wll.
MR BAUM Let's go to the next exhibit.
(Docunent marked for identification as
Fli cker Deposition Exhibit No. 27.)
BY MR BAUM
Q This is Exhibit 27, which is
MDL- FORP0050230, and it's to Paul Tiseo and Charlie
Flicker fromJanmes Jin and Jane Wi, final draft tables,
Cl T- MD- 18 dat ed August 10, 2001, which is the sane date
that we've been dealing with, correct?
MR. ROBERTS: (bjection.
BY MR BAUM
Q In these last two or three e-nails, the
August 10, see there's a date of August 107?
A. August 10th, yes, August 10t h.
Q kay. And then in the upper right
there's handwiting 9/13/01.
Do you see that?

A. Yes.
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Q And does that appear to be your
handwiting?
A Yes.
Q And then there's a circle around Charlie
Flicker with an arrow going down to Janes Jin.
Do you see that?
A Yes.
Q Did you do that?
MR. ROBERTS: (bjection.
THE WTNESS: That | ooks |ike ny
handw i ti ng.
BY MR BAUM
Q Does this appear to be a docunent
produced in the ordinary course of Forest business?
MR. ROBERTS. bjection.
THE W TNESS:  Yes.
BY MR BAUM
Q And do you have any doubt that you
recei ved this docunent and sent sonething back to Janes
Jin?
MR. ROBERTS: (bjection.
THE WTNESS: It seens |ikely.
BY MR BAUM

Q And if you | ook at the next page, you
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see your handwiting again on the next page?

A Yeah.

Q And that up in the upper right, there's
a 7/17/01 date.

Do you see that?

A Yeah.

Q So it appears that your interchanging
sone drafts back and forth with Janmes Jin with sone
suggestions of things to do, and one of the things
suggested in July 17th was to provide an analysis with
t he subpopulation with these patients with the drug
di spensi ng error excluded, then here's Janes Jin saying
that he's returning to you a final analysis.

Do you see that?
MR. ROBERTS. bjection.
BY MR BAUM

Q It's actually probably fromJanes Jin
and Jane Wi, and she's saying please | et Janes know or
It says please |let Janes know, so it's probably
actually witten by Jane Wi in conjunction with Janes
Jin.

Do you see that?
MR. ROBERTS. (bjection.

THE W TNESS: Yeah, | nean, these are
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1 two separate nenos at different tines but...
2 BY MR BAUM
3 Q kay. So in this third paragraph here

4 of the nmeno it says, "However, for the ITT popul ation

5 mnus" --
6 MR. ROBERTS. First page. Hold on.
7 He's on the second page.

8 BY MR BAUM

9 Q It says, However, for the |ITT popul ation
10 m nus the nine patients for which the treatnent was

11 unbl i nded at the beginning of the study, there were

12 statistically significant treatnent-by-age interaction

13 wth the CDRS-R, CG-1, K-SADS-P.

14 Do you see that?

15 A Yes.

16 Q So it looks like Jin and Wi were

17 conplying with your request to have a run done wth the

18 ni ne patients excluded, correct?

19 MR. ROBERTS:. (bjection.
20 THE WTNESS: Didn't we already see
21 t hat ?

22 BY MR BAUM
23 Q Wll, I"'mjust reading to you what this

24 | ine says; is that correct?
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MR. ROBERTS:. (bjection.
THE WTNESS: Well, this | ooks like a
different set of table. This is obviously a
much -- | mean, |'massum ng that these -- if
this is associated with this, this is obviously
a nmuch | arger set of tables.
BY MR BAUM

Q Yeah. GCkay. Wuat I'mtrying to get at
Is this is saying that they did a run with the nine
pati ents excluded, per this cover e-nmail, correct?

MR. ROBERTS. (bjection.

THE WTNESS: Well, this is a full set
of tables. The run with the guys excl uded was
that little nmeno.

BY MR BAUM
Q kay. The one we just | ooked at before
that said excluded nine patients, correct?

MR. ROBERTS. bjection.

THE W TNESS: Yeah.

BY MR BAUM

Q Here it says, "However, for the ITT
popul ati on m nus the nine patients for which the
treatment was unblinded at the beginning of the study.”

Do you see that?
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1 A Yes.
2 Q And it says "was unblinded" as opposed

3 to potentially unblinded, correct?

4 MR. ROBERTS: (bjection.
5 THE WTNESS: That's the | anguage they
6 use, Yyes.

7 BY MR BAUM
8 Q And that was Jane Wi and Janes Jin,

9 correct?

10 A Yes.

11 MR BAUM W're going to go to Exhibit
12 28.

13 (Docunent marked for identification as
14 Fl i cker Deposition Exhibit No. 28.)

15 BY MR BAUM

16 Q Ckay. This is Exhibit 28,

17 MDL- FOREMD002742. It's an e-nmail fromBill Heydorn to
18 Evel yn Kopke dated 10/24/2001, notes fromthe

19 conference call Cctober 4 with attachnent notes from

20 conference call with PharmaNet, Cctober 4, 2001.

21 Do you see that?
22 A Yes.
23 Q Okay. And then if you |l ook at the

24 e-mail down below, it has you as one of the recipients
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1 on the CC.

2 Do you see that?

3 A Yes.

4 Q And then if you |l ook on the attachnent
5 it has as attendees for a conference call wth

6 Phar maNet dated October 4, 2001. Forest is Charles
7 Flicker, Bill Heydorn, James Jin and Jane W, and

8 Evel yn Kopke and Gundi LaBadi e for PharnaNet.

9 Do you see that?
10 A Yes.
11 Q Does it appear that you were invol ved

12 wth a tel ephone conference wth PharnmaNet on

13 Cctober 24, 20017

14 MR. ROBERTS: (bjection. You nean
15 Oct ober 4th?

16 BY MR BAUM

17 Q Cct ober 4, sorry, Cctober 4, 2001.
18 MR. ROBERTS. bjection.
19 THE W TNESS: Yeah, it | ooks that way.

20 BY MR BAUM

21 Q And does this appear to have been

22  produced in the ordinary course of Forest business?
23 MR. ROBERTS. (bjection.

24 THE W TNESS:  Yeah.
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BY MR BAUM
Q Do you have any doubt that you
participated in or sent or received any of the
correspondence attached to this e-mail?
MR. ROBERTS. bjection.

THE WTNESS: A little bit.

BY MR BAUM

Q What's that?

A | don't know. | could have wal ked out
on a neeting. | could have never gotten it. It

doesn't | ook very famliar.

Q Ckay. So let's take a | ook at sone of
the things that are item zed on the points that Bill
Heydorn sent to you and Natasha M tchner and Janes Jin
and Jane Wi.

It says at Paragraph 9, "For secondary
efficacy neasures, no significant difference at the
week 8 LOCF anal ysis. There are sone significant
findings early on in treatnent. Forest |ooking at
i ndi vidual patient listings to see if there are any
clues as to why week 8 findings were not positive. For
now, enphasi ze the positive findings at earlier tine
points for the secondary efficacy variables."

Do you see that?
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A Yes.

Q Do you see here that they're saying that
the Week 8 findings were not positive for the secondary
endpoi nts?

MR. ROBERTS. bjection.
THE WTNESS: |t says no significant

di ff erence.

BY MR BAUM
Q It says as to why the Week 8 findings
were not positive, correct? This is Bill Heydorn --
A "As to why week 8 findings were not

positive," yes.

Q kay. So it's characterizing the
secondary outcone neasures as not being positive,
correct?

MR. ROBERTS: (bjection.
THE WTNESS: |t says the Wek eight

LOCF shows no significant difference on

secondary efficacy neasures.
BY MR. BAUM

Q And it also refers to themas not being
positive, correct?

MR. ROBERTS. (bjection.

THE W TNESS: Yes, he says here not
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positive.
BY MR. BAUM
Q kay. And so here there is a plan of

enphasi zing the positive findings at earlier tine
poi nts and for the secondary efficacy vari abl es,
correct?
MR. ROBERTS:. (bjection.
THE WTNESS: It says, "enphasize the
positive findings at earlier tinme points."
BY MR BAUM
Q That's a little msleading, isn't it?
MR. ROBERTS: (bjection.
THE WTNESS: |1'd say it's putting a
best foot forward.
BY MR BAUM
Q And not enphasizing the failure at Wek
8, correct?
MR. ROBERTS. bjection.
THE WTNESS: There's no -- there's no
i ndi cation that those differences would be
concealed. |It's saying that the enphasis wll
be pl aced on where there was significant
di ff erences.

BY MR BAUM
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Q That's what ended up happening in the
study report, right?

MR. ROBERTS: (bjection.

BY MR BAUM
Q Yes?
A | have no idea.
Q You don't recall what we just went over

t oday showi ng you that that's what --
A OCh, the study report?
Q Yes.

MR. ROBERTS. (bjection.

THE WTNESS: | thought we were talking

about --
BY MR BAUM

Q That plan was --

A Is this a publication?

Q This is the -- this Exhibit 28 are notes
for -- points of note in study report for ClT-MD> 18.

A Ch, this refers to the study report?

Q Yes. And so this --

A | thought it was a publication.

Q No. This is what was notes froma

neeting that resulted in a draft of the study report

that -- and there were plans here to refer to these
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1 secondary endpoi nts, enphasi ze the positive findings at
2 earlier tinme points for the secondary efficacy

3 variables.

4 That's what was done in the study

5 report, correct?

6 MR. ROBERTS: (bjection.

7 THE WTNESS: In the efficacy witeup,
8 the focus was on where there was a positive
9 ef fect.

10 BY MR BAUM
11 Q And om ssion of the Wek 8 negative

12 effect, correct?

13 MR. ROBERTS: (bjection.

14 THE WTNESS: That was available in the
15 tabl es, but the witeup does enphasi ze where
16 there were significant differences.

17 BY MR BAUM
18 Q kay. So next in Paragraph 11 says,
19 "dosing error - sone cital opramtables were not

20 bl i nded. "

21 Do you see that? Paragraph 117
22 A Yes.
23 Q And "the 9 patients who received

24 unbl i nded nedi cation were included in the nain
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1 anal yses; a secondary post-hoc analysis of the ITT
2  subpopul ati on was done. Refer to these anal yses
3 briefly in nmethods and results and reference the reader

4 to the appendi x table."

5 Do you see that?
6 A Yes.
7 Q That's what actually happened in the

8 study report, correct?

9 MR. ROBERTS: (bjection.

10 THE WTNESS: It's certainly -- they're
11 certainly referred to, and it did |ook as if
12 the rel evant anal yses were in the appendi x.

13 BY MR BAUM

14 Q And that's different than what Forest
15 told they were going to do with the primary efficacy
16 analysis relative to the nine patients who received

17 unbl i nded nedi cation, correct?

18 MR. ROBERTS. (bjection, asked and
19 answer ed.
20 THE WTNESS: Could you repeat that?

21 BY MR BAUM
22 Q Par agraph 11 saying that the post-hoc
23 analysis of the |ITT subpopul ations with the nine

24 patients bei ng excl uded being placed in the appendix is
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1 different than what Forest told the FDA it was going to
2 do when it excluded the nine patients and said that
3 they were going to have that analysis be the primary

4 efficacy analysis; this is different than that, isn't

5 it?

6 A Forest --

7 MR. ROBERTS. bjection,

8 m scharacteri zes the docunent, asked and

9 answer ed.

10 THE WTNESS: Yeah, Forest proposed to
11 the FDA to conduct the analysis of -- with the
12 patients excluded as the primary.

13 BY MR BAUM
14 Q And this paragraph is saying doing

15 sonething different, correct?

16 MR. ROBERTS: (bjection.
17 THE WTNESS: This paragraph is not in
18 agreenment with that.

19 BY MR BAUM

20 Q kay. And also here it says "9 patients
21 who received unblinded,” not potentially unblinded,

22 correct?

23 MR. ROBERTS. (bjection.

24 THE W TNESS: The | anguage here is
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unbl i nded.
BY MR. BAUM
Q And then it says, "dosing error - sone

cital opramtables were not blinded."

Do you see that? It doesn't say
potentially unblinded, it says were not blinded,
correct?

MR. ROBERTS. (bjection.

THE WTNESS: Well, | don't know what an

unblinded table is.
BY MR BAUM

Q Well, here it's directly saying they
were not blinded, which is nore consistent with your
saying that the blind was unm stakenly vi ol at ed,
correct?

MR. ROBERTS. (bjection,

m scharacterizes the wtness' testinony,
m scharacteri zes the docunent.
THE W TNESS: \What ?
BY MR. BAUM
Q You said that you thought that the blind
had been unm stakenly violated, correct?
MR. ROBERTS. bjection,

m scharacterizes the witness' testinony.
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THE WTNESS: | said that the integrity
of the blind -- that there was a violation of
the integrity of the blind.

BY MR BAUM
Q I's this | anguage here nore consi stent
with what ended up in the study report?

MR. ROBERTS:. (bjection.

MR. BAUM Never mnd. Strike that.
M5. KIEHN: So it's 2:59.
MR, ROBERTS: It's 2:59.
BY MR BAUM
Q Take a | ook at Paragraph 7. |t says,

“"Note that study was not powered to | ook at differences
within two subgroups (children and adol escents). The
sanpl e size was cal cul ated based on the antici pated
effect size for the primary efficacy variable.”
Do you see that?

A Yes.

Q Do you recall now that the MD 18 was not
powered to | ook at the subgroup separately?

MR. ROBERTS: (bjection.

BY MR BAUM
Q It was powered to | ook at them together?
A No.
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1 Q Does this indicate that, though?

2 MR. ROBERTS:. (bjection.

3 THE WTNESS: That's -- yeah, that's

4 what this suggests.

5 MR BAUM  Ckay.

6 M5. KIEHN: W're going to ask a couple
7 guestions in the event we don't reconvene so

8 that we have it on the record.

9 MR WSNER Sorry, in the event we

10 don't reconvene, is that a possibility?

11 MR. ROBERTS: Well, why don't we stay on
12 record --

13 M5. KIEHN: Anything is a possibility.
14 MR. ROBERTS: -- ask the questions and
15 then we can tal k about this off record, al

16 ri ght?

17 MR. BAUM Al right. Go ahead.

18 BY MR ROBERTS:
19 Q Okay. Dr. Flicker, do you have an

20 understanding as to why the primary efficacy anal ysis

21 i ncl uded the nine patients?
22 A. Do | have an understandi ng, excuse ne?
23 Q As to why the primary efficacy anal ysis

24 did include the nine patients?
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1 A | believe so. | nean, it is -- it's
2 not -- it's somewhat specul ative, but | believe so.
3 Q kay. Do you recall what that is?

4 A What | think it was is that the

5 statistical group insisted upon using the study's ITT
6 popul ation.

7 Q Ckay, thank you.

8 You gave testinony earlier that

9 suggested that both Table 3.1 and Appendi x Table 6

10  shoul d be exam ned, quote, by anyone receiving this
11 st udy.

12 Who were you referring to when you

13 ref erenced, quote, anyone review ng the study?

14 A For regul atory reviewers should exam ne
15 the entire -- all the details.
16 Q The FDA concl uded that MD- 18 net the

17 threshold for statistical significance on the prinary
18 outcome neasure, correct?

19 A Yes.

20 Q And the FDA had both tables, both 3.1
21 and Table 6, correct?

22 A Yes.

23 Q Does presenting the prinmary efficacy

24 endpoint of 0.3 -- of .038 in a poster or publication
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1 and omtting nention of the post-hoc secondary anal ysis
2 of the intent-to-treat subpopulation result in a

3 m sl eadi ng portrayal of the study results?

4 A No. Post-hoc secondary anal ysis was

5 supportive, overwhel ming body of evidence in the study
6 clearly is indicative of a treatnent effect.

7 Q Because the result of the post-hoc

8 secondary analysis is supportive of the result of the
9 primary efficacy paraneter, correct?

10 A Yes.

11 Q The difference is, quote, trivial, as

12 you put it, correct?

13 A | regard the difference as trivial, yes.
14 MR BAUM | just --

15 M5. KIEHN: Hold on. No, not until we
16 turn it back over.

17 MR BAUM |'mobjecting. You are

18 | eadi ng this guy.

19 MR. ROBERTS: Okay. Your objectionis
20 not ed.

21 M5. KIEHN: You're the master of

22 | eadi ng.

23 BY MR ROBERTS:

24 Q The results of the post-hoc secondary
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10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

anal ysis do not undermne the results of the primry
efficacy paraneter; is that fair?

MR. BAUM  (bjection, |eading.

THE W TNESS:  Yes.
BY MR ROBERTS:

Q Now, | would like to direct you back to
Exhibit 14. |If you renmenber, this is Exhibit 14. W
|l ost it a couple tinmes ago, but nowit is found.

| turn you to the top of Page 2 of the
fax. So it says "Return of nedication" is where |I'm
directing you to. It says, "please return all patient
kits," correct?

A Yes.

Q So the sites did not know which bottles
contained pink pills, they were instructed to return
all of the patient kits, correct?

A. Yes, they would have returned all the
nmedi cati on they had.

Q Ckay. So now I"mgoing to direct you to
Exhibit 21. This is the FDA letter dated March 20t h.
You can try and find it within your pile, | actually
think it's right over there, Exhibit 21.

Does this letter informthe FDA that

there had been a deviation in the protocol procedure,
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10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

It affected the integrity of the blind?

A Yes.

Q Because it specifically says that they,
quote, excluded the eight potentially unblinded
patients, right?

MR. BAUM (bjection, |eading.
BY MR ROBERTS:

Q You can answer.

A Yes, it does refer to eight patients,
ei ght potentially unblinded patients.

MR. ROBERTS: Thank you, Doctor, that's

all.

BY MR BAUM
Q Do you have to | eave now?
A Yeah.

MR. BAUM Ckay. So we're going to
reserve our right to get the rest of our
m nutes and follow up and finish our
deposi ti on.

MR. ROBERTS. Let's go off the record.

M5. KIEHN: W understand your position.
W'l take it under advisenent.

THE VI DEOCGRAPHER: This marks the end of

Media 8 and al so the concl usion of today's
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1 questioning of Charles Flicker. Media of

2 today's deposition will be transferred to the

3 custody of Gol kow. We are going off the record
4 at 3:05 p.m on Friday, Novenber 4th, 2016.

5 (Wtness excused.)

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

24
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1 CERTI FI CATI ON

2 |, MARGARET M REIHL, a Registered
3 Prof essi onal Reporter, Certified Realtine

4 Reporter, Certified Shorthand Reporter,

5 Certified LiveNote Reporter and Notary Publi c,
6 do hereby certify that the foregoing is a true
7 and accurate transcript of the testinony as

8 t aken stenographically by and before ne at the
9 time, place, and on the date hereinbefore set
10 forth.

11 | DO FURTHER CERTI FY that | am

12 neither a relative nor enployee nor attorney
13 nor counsel of any of the parties to this

14 action, and that | amneither a relative nor
15 enpl oyee of such attorney or counsel, and that
16 | amnot financially interested in the action.
17

18

S T

Margaret M Reihl, RPR, CRR, CLR
20 CSR #X1 01497 Notary Public
21
22
23

24
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In Re: Celexa and Lexapro Marketing and Sales Practices Litigation, MDL No. 2067,
No. 09-MD-2067 (NMG)

Errata Sheet to the Deposition of Charles Flicker, Ph.D.
Deposition Date: November 4, 2016

Page | Line(s) Now Reads Suggested Reading Reason
10 7 It was definitely [here was definitely Stenographic error
23 5 I was surprised -- [ I don’t know -- I was Stenographic error
believe so. surprised - I believe so.
31 9-10 Q. And Clara was a good | Q. And Clara was a good Stenographic error
buffer? buffer?
A. I'would often correct | MR. ROBER'TS: Objection
what she had A. T would often correct
what she had
59 15 Yeah, like PowerPoint Or, yeah, like PowerPoint Stenographic error
presentations presentations
79 12-13 | prepared by Natasha prepared by Natasha Stenographic error
Mitchner and Mary Mitchner or Mary Prescott?
Prescott?
111 |12 ask you is is that based ask you is that based Stenographic error
122 |21 please sign and returnto | please sign and return to Stenographic error
me shortly.” me.”
126 | 16 look at the — 1 look at the protocol —- 1 Stenographic error
130 |10 clean record. clean record, that’s all. Stenographic error
182 |23 “Change from Baseline “Change from Baseline in | Stenographic error
209 | 8-10 Q. Let’s go to Page 100, | Q. Let’s go to Page 100, Stenographic error
which is Table 3.1. which is Table 3.1.
Ms. KIEHN: Is someone
So if you look at Table on the phone?
3.1 it says the Q: [ was just turning off
my phone
So if you look at Table 3.1
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Page | Line(s) Now Reads Suggested Reading Reason
it says the
214 |13 do I -- well, do I know -- well, Stenographic error
238 |24 Weeks 1,4 and 6 Weeks 1,4, and 6 Stenographic error
239 |20 actually assessed. actually assessed at the Stenographic emror
time.
241 |19 IWeek 8, yes, or were Week 8, yes, were assessed —Stenographic error
assessed
244 |3 A P-value of .6; A P-value of .06; Attorney error
252 |13 the CDRS was .038, yes. | the CDRS-R was .038, yes. | Stenographic error
265 |24 Talking about 1.2, okay. | Talking about 12.1.2, okay. | Stenographic error
277 |4 March 2nd, 2002, March 2nd, 2000, Attorney error
305 |22 This is FOREM0030382 | This is MDL- Stenographic error
FOREMO0030382
309 (16 causes for calls for Stenographic error
324 |21 24 you have is 24 you have is MDL- Stenographic error
FORP0049936; FORP0049936;

1, the undersigned, declare under penalty of perjury that I have read the deposition

transcript; that [ have made any corrections, additions, or deletions that I was desirous of
making in the errata sheet above; and that the deposition transcript is otherwise a true and
cotrect transcript of my testimony contained therein.
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Charles Flicker, Ph.D.
Page 2 Page 4
1 Videotaped sworn deposition of CHARLES % WITNESS INDEX 5
2 FLICKER, Ph.D., held at The Wilshire Grand CHARLESFLICKER, Ph.D. age
3 3 By Mr. Baum 8
Hotel, 350 Pleasant leley Way, West Orange, B¥ Mr Robts 365
4 New Jersey, commencing at 7:48 am., before 4 o
5 Margaret M. Reihl, a Registered Professional 2 EXHIBITS
6 Reporter, Certified Court Reporter, Certified FLICKER DEPOSITION EXHIBITS MARKED
7 Realtime Reporter, and Notary Public. Z; No.1 Subpoena**
8 9 (retained by counsel) 20
9 No.2 Letter dated 9/15/10 to Debevoise
10 10 & Plimpton from U.S. Department
of Justice 41
11 11
12 No.3  United States of Americav.
12 Forest Pharmaceuticals, Inc.
13 13 Violations document 46
14 No.4 _ United State of Americav.
15 14 Forest Laboratories
United States Complaint in
° 1o No. 5 Img Ven'tli?jn ed 7/16/01
16 No. -mail dat
GOLKOW TECHNOLOGIES, INC. [MDL-FORPOO17926] 90
17 877.370.3377 ph/ 917.591.5672 fax 17 o
deps@golkow.com 18 No. 6 1JJEZ-8/18|1| string, top one dated
18 1 [MDL-FORP0018834 through 18835] 94
19 No. 7 Handwritten "Comments on 94404
20 20 Study Report"
[MDL-FORP0019228] 99
21 21
22 No.8 E-mail string, top one dated
22 3/8/02
23 [MDL-FORP0019157 through 19162] 102
24 2
Page 3 Page 5
1APPEARANCES 1 No.9 Forest Laboratories, Inc.
2 BAUM HEDLUND ARISTEI GOLDMAN PC | , éoﬁ?r%dom%s%h?c}g?{gﬁu”d Placebo-
s BYR I\Igll-'\?EHNAI' E\II_VILSI\IIBEARU I\éISSU UIRE 3 ChyI gnd Eff(lj cac (I)f Cltatl opr?rr]n
in Children an olescents wi
12100 Wilshire Boulevard 4 Bepression dtea o
4 Los Angeles, California 90025 No. 10 E-maJI dated 4/10/02, with attached
(310) 207-3233 5 sgn. -off it copy of cital opra,,
5 mbaum@baumhed|undlaw.com 6 p aaric stlidy
Counsd for Plaintiffs No. 11 For LaboratorlesStudy Report for
6 7 Protocol No. CIT-
7 8 Completlon Date: 10 Apr|l 2001 175
DEBEVOISE & PLIMPTON, LLP 9 No. 128/1E/—majl string, top one dated
8 BY: KRISTIN D. KIEHN, ESQUIRE [no Bates] 245
JOSHUA E. ROBERTS, ESQUIRE 10
9 919 Third Avenue 1 No. 13CI_IMI\a/Irked SIJ% first draft of the
” ?'ﬁ%éggk New York 10022 12 DN PoRPOO S rough 18730] 253
kdkiehn@debevoise.com 13 No. l4atta|bcr)1tu E/-A\r?(all dated 3/2/00, with
11 jeroberts@debevoise.com [MDL-FORPO175697 through 175701] 271
Counsel for Defendant 14 :
12 15 No. 15 **skipped
13 Also Present: . No. 16 _ E-mai| dated 3/8/00, with attached
1;‘ Bob Jorissen, Videotape Technician 16 Iett/e(r)éo the FDA-DRAFT dat; d2 8e3d
—_— 17
13 1g NO. 17 _Letter to the FDA-DRAFT, with
18 1 [MDL- FORP0168118] 287
;g 20 No. 18 E-mail dated 3/9/00 and 3/8/00 296
No. 19 E-mail string, top one dated
21 21 3/14/00
22 22 No. 20 E-maJI string, top one dated
23 3/15/00 305
23
24 24
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Charles Flicker, Ph.D.
Page 6 Page 8
1 No.21 Forest Laboratories |etter 1 BY MR. BAUM:
9 Fl\zjlteDdL?{:Z(()){‘\?gOOZOSM] 310 2 Q. Good morning, Dr. Flicker.
3 No.22 E-mail dated 12/6/00, with 3 Can you please state and spell your full
4 ?tl\ﬂagf%(t)aggaomame through 168047] 318 | * Mamefor therecord. _
5 No.23 Forest Laboratories Memorandum 5 A. C-h-ar-l-esF-l-i-c-k-e-r, Charles
dated 1/5/01 6 Flicker.
6 [MDL-FORP0175632 through 175692] 321 .
7 No.24 Forest Laboratories Memorandum 7 Q. Do you have amiddie name?
o daigg 7/10/01, with handwritten 8 A. Edward, E-d-w-ar-d.
H\% DL-FORP0049936 through 50089] 324 | ° Q. What isyour current address?
9 ) 10 A. 1155 North Courtney Avenue, Merritt
10 No. 25[n0Eéggsl]s dated 8/9 and 8/1%/2071 11 |gand, Florida 32953.
11 No. 26 Forest Laboratories Tables 12 Q. What are you doing up here?
" [MDL-FORP0049697 through 49708] 331 |43 A. It'swheremy daughter lives.
No. 27 Forest Laboratories Memorandum 14 Q. Okay. Minelives up heretoo.
- Fﬁ o Ro050230 through 50347] 339 |~ You're represented by counsel today?
14 16 A. Yes
5 o Z?N : tE'aTtgié ﬁr?qgnetdn%?g‘%r%nrg 10/04, 17 Q. How did you come about having counsel
conference call 344 18 here today?
0 19 A. They contacted me by telephone.
18 - 20 Q. Isyour attorney -- are your attorneys
;g 21 paid by Forest?
21 22 A. Not sure.
;g 23 Q. You don't know whao's paying them?
24 24 A. I'd say that's areasonable conjecture.
Page 7 Page 9
1 THE VIDEOGRAPHER: Wearegoing onthe | 1 Q. You'renot paying them yourself?
2 record at 7:48 am. on Friday, November 4th, 2 A. No.
3 2016. Please note that recording will continue 3 Q. You've been deposed before, right?
4 with any objection to going off the record. My 4 A. Yes
5 name is Bob Jorissen, your certified legal 5 Q. How many times?
6 videographer associated with Golkow. This 6 A. | think twice.
7 deposition is being held at the Wilshire Grand 7 Q. Onewasin connection with securities
8 Hotel located at 350 Pleasant Avenue Way, West 8 litigation; isthat correct?
9 Orange, New Jersey. The caption of this case 9 A. Securities? | don't know if it was
10 isre: Celexa and Lexapro marketing and sales 10 securities.
11 practice litigation, Kiossovski and Ramirez on 11 Q. What do you think the depos -- the
12 behalf of themselves and all others similarly 12 depositions that you already underwent were about?
13 situated versus Forest Pharmaceuticals, Inc., 13 A. Therewasa-- it was aDepartment of
14 et a. in the United States District Court for 14 Justice investigation.
15 the District of Massachusetts. 15 Q. Regarding Celexaor Lexapro?
16 The name of the witnessis Charles 16 A. It must have been Celexa. 1'm not sure.
17 Flicker. Appearanceswill be noted on the 17 Q. Do you know what the -- what they were
18 stenographic record. At this time our court 18 trying to find out about?
19 reporter, Peg Reihl, of Golkow will swear in 19 A. | believethere were a number of issues,
20 the witness and we can proceed. 20 hut | was asked about Celexa marketing.
21 Go ahead, Peg. 21 Q. Doyourecal what you said?
22 ... CHARLES FLICKER, Ph.D., having been 22 A. Notredly. | mean fragments.
23 duly sworn as awitness, was examined and 23 Q. Didyou get acopy of the transcript of
24 testified asfollows... 24 those depositions?

ol kow Technol ogi es,

I nc.

Page 3 (6 - 9)






Charl es Flicker,
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Page 10 Page 12
1 A. No. 1 and make corrections. If you do make corrections, if
2 Q. Sothereweretwo depositions? 2 this gets presented at trial or you appear at trial,
3 A. Perhapsone. 3 I'll be able to comment on the fact that you made
4 Q. Onedeposition? 4 corrections. So try to give your best answersif you
5 A. Perhaps one, perhaps two. 5 cantoday, okay?
6 Q. Onewith acourt reporter? 6 A. Okay.
7 A. It wasdefinitely acourt reporter at 7 Q. Arethereany medical reasons for your
8 one. 8 not being able to give your best testimony today?
9 Q. Okay. And the other was maybe being 9 A. No.
10 interviewed by a couple of US attorneys? 10 Q. Okay. Areyou under any medications
11 A. Yeah, | don't really remember. 11 that would interfere with your memory or being able to
12 Q. Do you remember when they were? 12 giveyour best answers?
13 A. About ten years ago. 13 A. No.
14 Q. Wiéll, you understand that you're under 14 Q. Haveyou had any contact with Forest
15 oath today, correct? 15 attorneys about today's deposition?
16 A.  Mm-hmm. 16 A. Yes
17 Q. That'sthe same oath asif you were 17 Q. What contact did you have?
18 ditting in a courtroom in the witness stand in front of 18 A. | met with them yesterday.
19 thejury and ajudge. 19 Q. For how long?
20 Do you understand that? 20 A. A coupleof hours.
21 A. Yes 21 Q. You understand that you're here today in
22 Q. Okay. Sowe have acourt reporter here, 22 connection with lawsuits involving the drugs Celexa and
23 and her job isto take down each question and each 23 Lexapro?
24 answer and get every word we say, and so it'simportant |24 A. | understood Celexa, | guess Lexapro
Page 11 Page 13
1 for usto try to make aclean record for her and so 1 aso.
2 that your answers need to be oral. Shaking your head 2 Q. Okay. And Celexaisthe brand name of
3 or saying uh-huh or uh-uh are hard for her to 3 citalopram?
4 transcribe. 4 A. Yes.
5 Did you get that? 5 Q. And Lexaproisthe brand name for
6 A. I'll try not to mumble. 6 escitalopram?
7 Q. Good, and I'll try not to aswell. It's 7 A. Yes.
8 asoimportant that if possible only one of ustalk at 8 Q. Anddo you understand that they're both
9 atime. Sol sometimes ask long questions, and at the 9 SSRIs?
10 very end stick aword on the end and it makes the 10 A. Yes.
11 difference of what the question means and changeswhat |11 Q. Areyou familiar with any of the
12 your answer might be, and it also gives your attorneys 12 dlegationsin the complaint that's the subject of this
13 an opportunity to object. 13 litigation?
14 When they object, it means that they are 14 MR. ROBERTS: | just want to object and
15 making acomment or a query or a placeholder so that 15 say to the extent that we had any conversations
16 they can talk to the judge and say my question wasn't 16 yesterday, you're not to discuss that, that's
17 any good and may want to strike the answer, but unless |17 privileged, but anything -- any independent
18 they tell you not to answer, even if they object, you 18 recollection that you have of the allegations,
19 should go ahead and answer. 19 you can answer.
20 Does that make sense? 20 THE WITNESS: Then the answer would be
21 A. Yes 21 no.
22 Q. Attheend of the deposition, after it's 22 BY MR. BAUM:
23 done the court reporter will make a transcription of 23 Q. Youdidn't read the complaint?
24 it, and you'll have an opportunity to take alook at it 24 A. No.
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Ph. D.

Page 14

Page 16

1 Q. And so your only understanding what the 1 Q. Haveyou followed any of the outcomes of
2 allegations are based on information that your lawyers | 2 that litigation, seeniit in the press, anything like
3 discussed with you yesterday? 3 that?
4 A. Yes. 4 A. Yes
5 Q. Didyou have any contact with Forest 5 Q. What was your understanding of what
6 lawyers before yesterday? 6 happened?
7 A. Tenyearsago. 7 A. | don't remember. Forest paid afineis
8 Q. But since then you've not had any 8 my recollection.
9 meetings with them? 9 Q. Do you know what the fine was for?
10 A. No. 10 A. | don't remember what the fine was for.
11 Q. Notelephone calls? 11 It didn't seem to me that it had anything to do with
12 A. No. Well, they called regarding this 12 the marketing of even citalopram, as | recollect, but |
13 case. 13 don't really remember.
14 Q. Tosetupthe-- 14 Q. Okay. Wéll, I'm going to show you some
15 A. Yes. 15 documents, and that might, you know, refresh your
16 Q. Theplace and date, okay. 16 recollection.
17 Are you aware that there have been legal 17 Now, are you aware that Forest employees
18 actions concerning Forest's off-label marketing of 18 such as William Heydorn and James Jin have been deposed
19 Ceexato children and adol escents? 19 inthis present case?
20 MR. ROBERTS: Objection. You can 20 A. No.
21 answer, to the extent you have any independent |21 Q. Haveyou had any contact with any Forest
22 knowledge. 22 employees over the last ten years?
23 THE WITNESS: Could you repeat the 23 A. Yes
24 question. 24 Q. Who have you had contact with?
Page 15 Page 17
1 BY MR. BAUM: 1 A. | spoketo AnjanaBose not that long
2 Q. Yeah, are you aware that there have been 2 ago.
3 legal actions against Forest for off-label marketing of 3 Q. When wasthat?
4 Celexato children and adolescents? 4 A. Severa yearsago, actualy.
5 MR. ROBERTS: Objection. 5 Q. Haveyou spoken to any Forest employees
6 THE WITNESS: That'swhat | thought the 6 about this particular deposition?
7 DOJ thing included. 7 A. No.
8 BY MR. BAUM: 8 Q. Areyou aware that Karen Wagner has been
9 Q. |think you'reright about that. 9 named as a co-conspirator in this case?
10 And according to your 2007 deposition, 10 A. No.
11 you testified that you were interviewed by the 11 Q. Haveyou had any communications with any
12 Department of Justice lawyers regarding the off-label |12 of the vendors for Forest, that were working with
13 promation of Celexain the pediatric population, right? |13 Forest at the time you were there?
14 A. | think we're agreed on that, yesh. 14 A. No.
15 Q. Doyou recall if the attorneys were Jim 15 Q. NatashaMitchner?
16 Arnold and Greg Shapiro? 16 A. No.
17 A. For the Department of Justice? 17 Q. Mary Prescott?
18 Q. VYes 18 A. No.
19 A. No. 19 Q. Christina Goetjen?
20 Q. Youdon' recal their names? 20 A. No.
21 A. No. 21 Q. Doyourecall those people?
22 Q. Andareyou aware that Forest pled 22 A. | recal Mary Prescott.
23 guilty to misbranding in that case? 23 Q. Didyou review any documentsin
24 A. No. 24 preparation for your deposition today?
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Page 18 Page 20
1 A. | looked at some documents, yeah. 1 Q. Tracey Varner?
2 Q. Andwhat documents did you look at? 2 A. Tracey? | don't know.
3 MR. ROBERTS: Objection. Totheextent | 3 Q. Now, we have atranscript of your 2007
4 that you can answer any documents that 4 deposition. Have you reviewed that recently?
5 reflects -- reflected your -- 5 A. No.
6 MR. BAUM: Refreshed. 6 Q. Didyou everlook at it?
7 MR. ROBERTS: -- refreshed your 7 A. I don'tthink so.
8 recollection that we sort of talked about 8 Q. Based on your recollection of what
9 yesterday, so to the extent that you remember 9 happened, to the limited extent you do recall, do you
10 any documents that specifically refreshed your |10 have any feeling that you need to change any of the
11 recollection, you can answer. 11 answersyou gave in the 2007 deposition?
12 So if there's any documents that we 12 A. | told the truth then.
13 showed you that refreshed your recollection, 13 MR. BAUM: Okay. Let's mark as Exhibit
14 you can answer. 14 1 the notice for the deposition.
15 THE WITNESS: What wasthe question |15 (Document marked for identification as
16 again? 16 Flicker Deposition Exhibit No. 1.)
17 BY MR. BAUM: 17 BY MR. BAUM:
18 Q. Didyoureview any documentsin 18 Q. AndI'mjust going to just show thisto
19 preparation for your deposition? 19 you. Sothisisthe notice that you're appearing
20 A. Yes 20 under.
21 Q. Andwhat documents did you review? 21 Do you recall receiving a subpoena?
22 MR. ROBERTS: To the extent they 22 A. Yes.
23 refreshed your recollection, you can answer. 23 Q. And so you're under subpoenato appear
24 THE WITNESS: That refreshed my 24 for adeposition, and you've appeared and | appreciate
Page 19 Page 21
1 recollection or that | had seen before or? 1 that.
2 MR. ROBERTS: Refreshed your 2 How did you cometo beinvolved in the
3 recollection. 3 Celexapediatric trials?
4 THE WITNESS: What does that mean? 4 A. | wasworking --
5 MR. ROBERTS: That you saw. 5 MR. ROBERTS: Objection.
6 THE WITNESS: When | saw them | 6 Y ou may answer.
7 remembered them or when | -- 7 BY MR. BAUM:
8 BY MR. BAUM: 8 Q. You'regoing to haveto get used to
9 Q. Saw them they reminded you of things 9 that. He'sgoing to say that alot, and unless he says
10 related to thisaction -- 10 don't answer that question, just pretend he didn't say
11 MR. ROBERTS: Yes. 11 anything.
12 BY MR. BAUM: 12 A. Allright.
13 Q. --andrelated to thingsthat you 13 Q. Youwant meto start again?
14 experienced back when you were working for Forest? |14 A. How did | getinvolved?
15 A.  Weéll, they included the citalopram child 15 Q. Yes
16 and adolescent depression protocol and the related 16 A. | wasworking at Forest Laboratories,
17 study report and a variety of communicationsrelated to |17 and the project was under my purview.
18 the drug packaging error. 18 Q. Thisisaround 1999 or so?
19 Q. Thesewere e-mails or memos? 19 MR. ROBERTS: Objection.
20 A. E-mails, fax, memos, yeah. 20 THE WITNESS: | don't recall. Based on
21 Q. Some of them had your name on them? 21 the documents | saw yesterday, | know it was
22 A. Yes 22 probably around 1999.
23 Q. Somefrom Dr. Tiseo? 23 BY MR. BAUM:
24 A. Tiseo, yes. 24 Q. And one of the Celexa pediatric trials
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1 wasCIT-MD-18? 1 to answer that question.
2 MR. ROBERTS: Objection. 2 MR. BAUM: You'redirecting him to not
3 THE WITNESS:. Yes. 3 answer that question?
4 BY MR. BAUM: 4 MS. KIEHN: It would require revealing
5 Q. And you had some responsibilitiesin the 5 privileged information.
6 medical department for Forest? 6 MR. BAUM: How do you know that?
7 MR. ROBERTS: Objection. 7 MS. KIEHN: Because | know what he's
8 THE WITNESS: It wasthe -- yeah, | 8 going to say.
9 don't know if it's called medical or clinical 9 BY MR. BAUM:
10 research. It wasthe medical area. 10 Q. Allright. Do you have any independent
11 BY MR. BAUM: 11 recollection of why you were surprised about something?
12 Q. Didyou participate in the process of 12 A. No.
13 gaining regulatory approval of Celexa? 13 Q. Sovyour only basis of surprise was
14 A. Yes. 14 something that your attorneystold you?
15 Q. Inyour 2007 deposition you said that 15 A. Yes
16 you were amedical director of CNS research. 16 Q. Wasit something that the attorneys were
17 Does that ring a bell? 17 surprised about or something that you, yourself were
18 A. Medica director? Yeah. Well, at one 18 surprised about?
19 point | was senior director. At one point | wasthe 19 MR. ROBERTS: Objection.
20 executive director. | don't know if | was ever medical |20 THE WITNESS: | was surprised.
21 director, but it might have been my title. 21 BY MR. BAUM:
22 Q. Okay. Youweredirector of somethingin |22 Q. Okay. Well, well circle back around to
23 the CNS department? 23 that later at some point, maybe something that | show
24 A. Yes. Wdl, no, it wasn't the CNS 24 you will refresh your recollection.
Page 23 Page 25
1 department. It wastheclinical research department. | 1 Were you aso involved in the
2 Q. Okay. Wereyouinvolvedinthe 2 application to the FDA to obtain the pediatric -- to
3 application of the FDA to gain anindication for the | 3 extend the pediatric exclusivity -- let me say it
4 pediatric use of Celexain major depression? 4 again -- to obtain a pediatric exclusivity extension
5 A. | wassurprised -- | believe so. There 5 for Celexainthe US?
6 was definitely afiling. 6 MR. ROBERTS: Objection.
7 Q. What were you surprised about? 7 THE WITNESS: Isn't that the same thing?
8 A. Wadl, | was-- 8 BY MR. BAUM:
9 MS. KIEHN: Hold on, just to the extent 9 Q. Oneisto get an indication to market
10 that you're about to reveal communications 10 the drug for prescription to children, the other isto
1 you've had with us, you shouldn't testify about |11 extend the patent in general.
12 those. 12 A. Inmy mind, the two are intermixed.
13 MR. ROBERTS: Any conversation we had |13 Q. Okay. But you recall working on
14 yesterday, anything about that, you can't talk 14 something to get the patent extended for Celexa?
15 about. 15 A. Yes
16 BY MR. BAUM: 16 Q. Okay. And that had something to do with
17 Q. Buttoyour own recollection? 17 acouple pediatric trials?
18 A. Canyou repeat the question. 18 MR. ROBERTS: Objection.
19 Q. Yes Wereyouinvolvedin the 19 THE WITNESS: Yes.
20 agpplication to the FDA to gain anindication for the |20 BY MR. BAUM:
21 pediatric use of Celexain major depression? 21 Q. Andthosetwo trials were MD-18 and
22 A. Yeah, | believel was. 22 94404, Lundbeck 944047
23 Q. Andwhat were you surprised about? 23 MR. ROBERTS: Objection.
24 MS. KIEHN: Objection. He'snot going |24 THE WITNESS: No. Forest didn't
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1 undertake 94404, 1 did I communicate in writing to Forest
2 BY MR.BAUM: 2 employees?
3 Q. Lundbeck did, correct? 3 BY MR. BAUM:
4 A. Yeah 4 Q. Right.
5 Q. But the Lundbeck 94404 trial was 5 MR. ROBERTS: Objection.
6 submitted as part of the package to get the exclusivity 6 THE WITNESS: Wéll, | mean, there were
7 extension? 7 e-mails. Usudly likel didn't write my own
8 MR. ROBERTS: Objection. 8 e-mails. | would draft an e-mail and giveit
9 THE WITNESS: I'm alittle confused 9 to my secretary.
10 about the distinction in my recollection about 10 BY MR. BAUM:
11 adistinction -- in my recollection about a 11 Q. Andthenshed sendit?
12 distinction between the exclusivity filing, the 12 MR. ROBERTS:. Objection.
13 patent extension filing and the application for 13 THE WITNESS: Yeah.
14 the indication. 14 BY MR. BAUM:
15 So what was your question again? 15 Q. What was your secretary's name?
16 BY MR. BAUM: 16 A. Claralorio.
17 Q. | guesswhat | wastrying to get across 17 Q. How doyou spell lorio?
18 is--find out isthat you were involved with the 18 A. Asit sounds, |-0-r-i-0, |-0-r-i-0.
19 process of having those applications submitted to the 19 Q. Andwould the e-mails go out under your
20 FDA and that 94404 and Celexa MD-18 were part of that |20 name or under her name?
21 process? 21 A. Under my name.
22 MR. ROBERTS: Objection. 22 Q. One of the things that we noticed -- we
23 THE WITNESS: Yeah, | don't know that 23 asked for al of the e-mailsthat you sent or received.
24 94404 was the part -- my recollection is that 24 There weren't very many.
Page 27 Page 29
1 the exclusivity entailed the company conducting 1 | was wondering if you could explain why
2 astudy. 94404 had already been run, so | 2 therearen't very many.
3 basically -- as my recollection was -- is that 3 MR. ROBERTS: Objection.
4 18 was conducted for the purpose of 4 THE WITNESS: | don't know that there
5 exclusivity, but | don't -- so | don't know 5 weren't very many. It seemed like there were
6 what part of the package 94404 was. 6 many to me, but | suppose that my practice of
7 BY MR. BAUM: 7 not writing them myself might have limited the
8 Q. Do you recall working on the study 8 volume.
9 report generated for 944047 9 BY MR. BAUM:
10 MR. ROBERTS: Objection. 10 Q. Youwould do something in handwriting,
11 THE WITNESS: No. 11 deliver it to your secretary, and she would transcribe
12 BY MR. BAUM: 12 jtinto an e-mail?
13 Q. Okay. Now, when you worked at Forest, 13 MR. ROBERTS: Objection.
14 how did you convey written communications to and from |14 THE WITNESS: Yes.
15 Forest personnel and non-Forest contractors? 15 BY MR. BAUM:
16 MR. ROBERTS: Objection. 16 Q. Would you aso do things written on a
17 THE WITNESS: How did | communicate with |17 hard copy of a document and have the hard copy
18 non-Forest contractors? 18 circulated?
19 BY MR. BAUM: 19 MR. ROBERTS: Objection.
20 Q. How did you communicate in writing with 20 THE WITNESS: Circulated, probably not,
21 Forest employees and non-Forest employees that were |21 but | mean, if there were adraft of a
22 like contractors to Forest? 22 document, | would put notesonitin
23 MR. ROBERTS: Objection. 23 handwriting and give it back to the author.
24 THE WITNESS: So Forest employees, how 24 BY MR. BAUM:
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1 Q. Wouldyou hand deliver it to the author? 1 A. Thelatter part of my years.
2 A. No. 2 Q. Andwasit the samedrill, you would
3 Q. How would you get it to the author? 3 handwrite things and hand them to her, and she'd
4 A. Putitinmy outbox, | guess. 4 transcribe them into e-mails?
5 Q. Sothat'skind of what | wasasking is 5 MR. ROBERTS: Objection.
6 how did it get from like your desk when you were-- | 6 THE WITNESS: Yesah.
7 see, I'mwriting on this, just like you probably wrote | 7 BY MR. BAUM:
8 on documents, right? 8 Q. And then she would send the e-mails out
9 A. | aways use pencil. 9 under your name, but not her name; is that correct?
10 Q. Yeah, | usepencil alot too. See, 10 MR. ROBERTS: Objection.
11 right there. 11 THE WITNESS: Right.
12 So you would handwrite in pencil on a 12 BY MR. BAUM:
13 document and then either giveit to your secretary or |13 Q. If I wanted to find -- would it be
14 putitinan outbox for it to be delivered to the 14 possible that some of the e-mails that were sent out
15 person you wanted it to go to? 15 for you might have actually gone out under their names?
16 MR. ROBERTS: Objection. 16 MR. ROBERTS: Objection.
17 BY MR. BAUM: 17 THE WITNESS: No.
18 Q. Isthat right? 18 BY MR. BAUM:
19 A. Yes, that was not uncommon. 19 Q. Do you recal communicating with vendors
20 Q. Okay. Andthen you received e-mailsand |20 or contractors like medical communication companies
21 read those, correct? 21 that worked with Forest?
22 MR. ROBERTS: Objection. 22 MR. ROBERTS: Objection.
23 THE WITNESS: Often. 23 THE WITNESS: That would usually bein
24 BY MR. BAUM: 24 mestings.
Page 31 Page 33
1 Q. Didyou ever just respond back by 1 BY MR. BAUM:
2 email? 2 Q. Inin-person meetings?
3 MR. ROBERTS: Objection. 3 A. Yeah.
4 THE WITNESS: Rarely. 4 Q. Didyou ever have e-mail contact with
5 BY MR. BAUM: 5 peoplelike Mary Prescott or PharmaNet?
6 Q. Why wasthat? 6 MR. ROBERTS: Objection.
7 A. Stylistic choice. | thought it was more 7 THE WITNESS: PharmaNet I'm not sure |
8 efficient to have my secretary as a buffer. 8 recall, but I'm sure at some point there
9 Q. And Clarawas agood buffer? 9 were -- there was an e-mail communication that
10 A. | would often correct what she had 10 | would have received -- well, an e-mail?
11 generated, so it wasn't 100% accurate. 11 Y eah, | might have gotten e-mails from Mary
12 Q. Wassheyour secretary the entire time 12 Prescott. | mean --
13 you worked there? 13 BY MR. BAUM:
14 A. No. 14 Q. NatashaMitchner?
15 Q. Didyou have another secretary? 15 A. | remember the name, but | don't recall
16 A. Didl have another secretary? 16 communicating with Natasha Mitchner.
17 Q. Yeah 17 Q. How would you get writings to and from
18 A. Yes 18 people like Mary Prescott or Natasha Mitchner or
19 Q. Whowasthat? 19 Christina Goetjen?
20 A. Joan Singh. 20 MR. ROBERTS: Objection.
21 Q. How doyou spell that? 21 THE WITNESS: Writings about what?
22 A. Jo-anS-i-n-g-h. 22 BY MR. BAUM:
23 Q. What time period did Joan Singh work for |23 Q. Any of the marketing issues that --
24 you? 24 writings, like posters, CMEs, drafts of the manuscript
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1 for CIT-MD-18? 1 Q. What else?
2 MR. ROBERTS: Objection. 2 A. | wasgoingto have akid, and | wanted
3 THE WITNESS: Yeah, well, | -- | mean, 3 to spend some time with her.
4 if there was a draft of some manuscript, | 4 Q. Whenyou left Forest, did you go work
5 might -- but, | mean, | wouldn't usually 5 someplace else?
6 communicate with -- | don't recall 6 A. No.
7 communicating that much directly with Mary 7 Q. You have not worked since then?
8 Prescott. A manuscript or -- would probably be 8 A. I'veworked as a consultant.
9 in the medical writing department. 9 Q. Who did you work as a consultant for?
10 BY MR. BAUM: 10 A. Most recently Actelion.
11 Q. Would you communicate through somebody |11 Q. What sort of consulting work did you do?
12 with them? 12 A. That wasalicensing candidate review.
13 MR. ROBERTS: Objection. 13 Q. Whenyou -- so since thetime you left
14 THE WITNESS: | don't know. What | 14 Forest and the present day, you've just done consulting
15 recall is, you know, being in various meetings 15 work?
16 with Mary Prescott, but not really alot of 16 A. Yes
17 written communication. | mean, | imaginethere |17 Q. For how many companies do you think?
18 was some. 18 A. Maybefive
19 BY MR. BAUM: 19 Q. Which companies are those?
20 Q. Sothat would have been through e-mails 20 A. Pfizer, Alkermes.
21 ortheU.S. Mail or Fed Ex? 21 Q. When you say you did consulting, is that
22 MR. ROBERTS: Objection, requires 22 -- aretherelike -- can you describe what type of
23 Speculation. 23 projectsyou did?
24 THE WITNESS:. I'msurel received some |24 A. It wasmostly medical writing type work.
Page 35 Page 37
1 items by mail from Mary Prescott. 1 Q. On pharmaceuticals?
2 BY MR. BAUM: 2 A. Yes
3 Q. Do you recall when you actually stopped | 3 Q. When you left Forest, did you sign any
4 working at Forest? 4 Confidentiality Agreement that prevents you from
5 A. |think it was 2002. 5 discussing in this deposition the work that you did
6 Q. Which part of 2002, like the latter 6 while at Forest?
7 part? 7 A. | don't remember.
8 A. | would say the latter part. 8 Q. Areyou subject to any agreement or
9 Q. November, December? 9 requirement not to say anything negative about Forest
10 A. | would be guessing. 10 or your work at Forest?
11 Q. Do you have ageneral recollection of 11 A. No.
12 [ike approximately when? 12 Q. If you wereto say anything disparaging
13 A. No. 13 or negative about Forest today in this deposition,
14 Q. Soitwould not have been as early as 14 would you be subject to any penalty from Forest?
15 August? 15 A. No.
16 A. It could have been. 16 Q. Doyou have any allegiance to Forest
17 Q. Doyourecal what thelast project was |17 that would prevent you from telling the truth today?
18 you worked on? 18 MR. ROBERTS: Objection.
19 A. The memantine NDA was goingin. 19 THE WITNESS: No.
20 Q. Do you recal what the last project on 20 BY MR. BAUM:
21 Celexaor Lexapro was that you worked on? 21 Q. Soyou mentioned that -- well, when did
22 A. No. 22 you first become aware that the Department of Justice
23 Q. Why did you leave? 23 was conducting an investigation of Forest in connection
24 24 with off-label marketing of Celexa or Lexapro?

A. Partly because they were moving.
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1 MR. ROBERTS: Objection. 1 Q. Soyou became aware that other people
2 THE WITNESS: | don't remember. 2 got subpoenaed. Do you know what they were subpoenaed
3 BY MR. BAUM: 3 about?
4 Q. Do you remember approximately? Wasita | 4 MR. ROBERTS: Objection.
5 year or two after you left Forest? 5 THE WITNESS: | was aware that there was
6 MR. ROBERTS: Objection. 6 aDepartment of Justice investigation.
7 THE WITNESS: No, | don't remember. It 7 BY MR. BAUM:
8 might have been before | left Forest. 8 Q. Anddid you have any discussions with
9 BY MR. BAUM: 9 any of the people who were subpoenaed about that
10 Q. Oh, you might have been contacted by the |10 investigation?
11 DOJbeforeyou left Forest? 11 MR. ROBERTS: Objection.
12 MR. ROBERTS: Objection. 12 THE WITNESS: No.
13 THE WITNESS: | don't know. | don't 13 BY MR. BAUM:
14 remember. Well, I'm not talking about when | 14 Q. Youdidn't talk to Lawrence Olanoff or
15 was contacted, when | became aware that there 15 lvan Gergel or Howard Solomon about the investigation?
16 was acase. 16 MR. ROBERTS: Objection.
17 BY MR. BAUM: 17 THE WITNESS: No.
18 Q. There'sadistinction. All right. 18 BY MR. BAUM:
19 So let's -- how did you become aware of 19 Q. Youweren't worried about it?
20 aninvestigation by the DOJ of Forest regarding Celexa |20 MR. ROBERTS: Objection.
21 or Lexapro? 21 THE WITNESS: No.
22 MR. ROBERTS: Objection. 22 BY MR. BAUM:
23 THE WITNESS: | think | was aware that 23 Q. Andisit your recollection that those
24 some individuals had been subpoenaed. 24 subpoenas occurred while you still worked for Forest?
Page 39 Page 41
1 BY MR. BAUM: 1 A. I'mnot sure.
2 Q. And that was before you got subpoenaed? | 2 Q. When you were interviewed by the
3 MR. ROBERTS: Objection. 3 Department of Justice lawyers, were you still working
4 THE WITNESS: Yes. 4 a Forest?
5 BY MR. BAUM: 5 A. | don'tthink so.
6 Q. Who got subpoenaed before you? 6 Q. Areyou aware that Forest pled guilty
7 A. | thought that some of the executives. 7 and agreed to pay $313 million as aresult of the
8 Q. Which executives? 8 investigation of Forest?
9 MR. ROBERTS:. Objection. 9 MR. ROBERTS: Objection.
10 THE WITNESS: I'm not sure. 10 THE WITNESS: No.
11 BY MR. BAUM: 11 (Document marked for identification as
12 Q. Ilvan Gergel? 12 Flicker Deposition Exhibit No. 2.)
13 A. Possibly Howard Solomon. 13 BY MR. BAUM:
14 Q. Howard Solomon. | was going to go there | 14 Q. I'mgoing to hand you what we're marking
15 next. 15 as Exhibit 2, which isthe plea agreement between
16 Lawrence Olanoff? 16 Forest and --
17 A. Possbly. 17 MR. BAUM: Oh, that's his.
18 Q. Anybody else? 18 MS. KIEHN: Sorry.
19 A. No. 19 BY MR. BAUM:
20 Q. JulieKilbane? 20 Q. Haveyou seen that before?
21 A. | wasn't aware any subpoenathat she 21 A. No.
22 got. | wasn't aware that she testified. 22 Q. Thisisapleaagreement dated
23 Q. Amy Rubin? 23 September 15, 2010. It'sfrom the Department of
24 A. No. 24 Justice to Mary Jo White, Christopher Tahbaz, Andrew
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1 Ceresney, Kristin Kiehn at Debevoise Plimpton. 1 A. No.
2 Do you see that? 2 Q. Youdon't recal that phrase?
3 A. Okay. Yes, | seethat. 3 MR. ROBERTS: Objection.
4 Q. Do you recognize those names? 4 THE WITNESS: | do recall the phrase.
5 A. | recognize Kristin's name. | recognize 5 BY MR. BAUM:
6 Debevoise. 6 Q. Youmentioned itinyour last
7 Q. Those are the people representing you 7 deposition.
8 today, right? 8 MR. ROBERTS: Objection.
9 MR. ROBERTS: Objection. 9 BY MR. BAUM:
10 THE WITNESS: Wéll, Debevoiseis, yes. |10 Q. Itdoesn'tring abell?
11 BY MR. BAUM: 11 A. No.
12 Q. Do you recall working with Andrew 12 Q. Okay. Soareyou aware that Forest pled
13 Ceresney back then? 13 guilty to charges of illegal off-label promotion?
14 A. No. 14 MR. ROBERTS: Objection.
15 Q. Youdidn't have any contact with him? 15 THE WITNESS: No.
16 A. Might have. 16 BY MR. BAUM:
17 Q. WereForest attorneys present when you 17 Q. Let'sgoto Page 8 of this document, and
18 wereinterviewed by the Department of Justice? 18 if you go to the last paragraph there on that page.
19 A. | think so. 19 |'mjust going to read that into the record. "Forest
20 Q. Who wasthere? 20 expressly and unequivocaly further admits that it
21 A. | don't think it was Debevoise. | think 21 committed the offenses charged in the Information and
22 it was another firm. 22 jsinfact guilty of those offenses. Forest agrees
23 Q. So none of these people, Mary Jo White 23 that it will not make any statements inconsistent with
24 or Andrew Ceresney or Christopher Tahbaz or Kristin |24 its explicit admission of guilt to these offenses.”
Page 43 Page 45
1 were there? 1 Do you see that?
2 MR. ROBERTS: Objection. 2 A. Yes | do.
3 THE WITNESS: They might have been, but | 3 Q. Thenif you go further up the page under
4 | don't recall. 4 the heading "8. Cooperation,” the first sentence there
5 BY MR. BAUM: 5 says, "Forest shall cooperate completely and truthfully
6 Q. Wereyou represented by somebody at 6 inany trial or other proceeding arising out of any
7 that -- at that meeting? 7 ongoing civil, criminal or administrative investigation
8 A. Yes 8 of its current and former officers, agents, employees,
9 Q. Who represented you? 9 and customers in connection with the matters described
10 A. Adifferent firm, | believe. 10 in the Information."
11 Q. Wasitafirm hired by Forest? 11 Do you see that?
12 A. |think so. 12 A. Yeah
13 Q. It wasn't someone you paid? 13 Q. Haveyou been shown this before?
14 A. No. 14 A. No.
15 Q. Didyou sign any agreements with the 15 Q. Do you think it appliesto you?
16 Department of Justicein exchange for your testimony? |16 MR. ROBERTS: Objection.
17 A. | don't remember. 17 THE WITNESS: What appliesto me?
18 Q. Didyou have any agreements for 18 BY MR. BAUM:
19 immunity? 19 Q. Theobligation to be truthful in any
20 MR. ROBERTS: Objection. 20 proceeding in connection with.
21 THE WITNESS: No. 21 MR. ROBERTS: Objection.
22 BY MR. BAUM: 22 THE WITNESS: Areyou referring to this
23 Q. Doyou recall having a queen for aday 23 proceeding?
24 immunity? 24 BY MR. BAUM:
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1 Q. Yes 1 indication for Celexa, submitted datato the FDA from
2 A. lwasswornin. 2 two double-blinded, placebo-controlled studies
3 Q. Okay. You think it appliesto Forest, 3 involving the use of Celexain children. One of these
4 for sure, right? 4 studies (hereafter referred to as the "Forest study"),
5 MR. ROBERTS: Objection. 5 which has been sponsored -- which had been sponsored by
6 THE WITNESS: Forest shall cooperate 6 Forest Labs, had been conducted in the United States.
7 completely and truthfully in any trial or other 7 The Forest study had positive results, that is, the
8 proceeding arising out of any -- sorry. What 8 study indicated that Celexa was more effective than
9 are you asking me? 9 placebo in treating pediatric patients suffering from
10 BY MR. BAUM: 10 depression. The other study (hereinafter referred to
11 Q. Doyou think this appliesto Forest? 11 asthe "European study"), had been conducted in Europe
12 MR. ROBERTS:. Objection. 12 and sponsored by the Danish company that developed and
13 THE WITNESS: Thiscertainly appliesto |13 owned therightsto Celexa The European study had
14 Forest. Thiswhole document apparently applies |14 negative results, thet is, the study did not show
15 to Forest. 15 Celexato be any more effective than placebo in
16 MR. BAUM: Let's move on to Exhibit 3. 16 treating pediatric depression. On or about
17 Y ou can set that down. 17 September 23rd, 2002, the FDA denied Forest Labs
18 (Document marked for identification as 18 request for a pediatric indication for Celexa, stating
19 Flicker Deposition Exhibit No. 3.) 19 in part that the European study "is a clearly negative
20 BY MR. BAUM: 20 study that provides no support for the efficacy of
21 Q. Thisisthe Information which was 21 citalopram in pediatric patients with [major depressive
22 referenced in what we just looked at, which issort of |22 disorder]."
23 asummary of the allegations that the government had |23 Did | read that correctly?
24 against Forest. 24 A. That'swhat | seehere.
Page 47 Page 49
1 MR. ROBERTS: Objection. 1 Q. Okay. Sothe Forest study that's
2 BY MR.BAUM: 2 referenced there involving the use of Celexain
3 Q. And have you seen that before? 3 children referred to in this Information was the
4 A. | don't know. 4 CIT-MD-18, right?
5 Q. Youdidn't seeit yesterday? 5 MR. ROBERTS: Objection.
6 MR. ROBERTS: Objection, to the extent 6 THE WITNESS: | would assume so.
7 you have -- to the extent that it refreshes 7 BY MR. BAUM:
8 your recollection, you may answer. 8 Q. Didyou convey to any government lawyers
9 THE WITNESS: To the extent what 9 orinvestigatorsthat CIT-MD-18 was a positive trial ?
10 refreshes my recollection? 10 A. | don't know.
11 MS. KIEHN: Go ahead and answer. 11 Q. Youdon't recall talking to them about
12 MR. ROBERTS: Just answer the question. 12 jt?
13 MS. KIEHN: Do you remember seeing it? 13 A. Yeah, that was definitely a subject of
14 THE WITNESS: Did | seethisyesterday? 14 discussion.
15 | don't think so, no. 15 Q. What was discussed?
16 BY MR. BAUM: 16 A. | don't know.
17 Q. Sol'mgoing to turn to Pages 21 and 22, 17 Q. Waell, you just said it was a subject of
18 and at Paragraph 59 it says -- you found it there? 18 discussion?
19 A. Yesh 19 A. Yeah
20 Q. From the outset, Forest Pharmaceuticals 20 Q. Sowhat wastaked about?
21 waswell aware that the FDA had not approved Celexafor |21 A. | don't know. There were questions
22 treatment of any conditions other than adult 22 about the study.
23 depression. Moreover, in or about April 2002, Forest 23 Q. What kind of questions?
24 Labs, in an attempt to obtain, inter alia, a pediatric 24 A. | don't realy remember the drift.
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1 Q. Wasthere adrift that one of thetrials 1 Page 23, "Beginning in 1998 and continuing thereafter
2 was positive and one of the trials was negative? 2 through at least September 2002, Forest Pharmaceuticals
3 MR. ROBERTS: Objection. 3 promoted Celexafor use in treating children and
4 THE WITNESS: | don't recall that being 4 adolescents suffering from depression, even though
5 particularly the subject of discussion. 5 Celexawas not FDA-approved for pediatric use. Forest
6 BY MR. BAUM: 6 Pharmaceuticals off-label promotion consisted of
7 Q. What wasthe subject of discussion? 7 various sales techniquesincluding: (1) directing
8 A. I'mnotsure. I'd haveto look at the 8 Forest Pharmaceutical s sales representatives who
9 transcript and maybe | would remember. 9 promoted Celexato make sales calls to physicians who
10 Q. Doyourecall adiscussion that there 10 treated children and adolescents; (2) promoting Celexa
11 were publications regarding -- regarding Celexasuse |11 by various Forest Pharmaceuticals sales representatives
12 in children without disclosing Lundbeck's 94404 having |12 for usein children and adolescents; (3) hiring outside
13 failed? 13 gpeakersto talk to pediatricians, child psychiatrists,
14 MR. ROBERTS: Objection. 14 and other medical practitioners who specialized in
15 THE WITNESS: | don't recall that being 15 treating children and adolescents about the benefits of
16 the subject of a discussion with -- with the 16 prescribing Celexato that patient population; and (4)
17 Department of Justice? 17 publicizing and circulating the positive results of the
18 BY MR. BAUM: 18 double-blind, placebo-controlled Forest study on the
19 Q. Yes 19 use of Celexain adolescents while, at the sametime,
20 A. | don't recal that being part of the 20 failing to discuss the negative results of the second
21 discussion. It may well have been. 21 double-blind, placebo-controlled European study on the
22 Q. Okay. Solet'sgo to Page 23, Paragraph 22 use of Celexain adolescents.”
23 61. 23 Did | read that correctly?
24 MR. ROBERTS: Flip the page. 24 A. Yes
Page 51 Page 53
1 BY MR. BAUM: 1 Q. Referring to Number 1, that subparagraph
2 Q. Wil before we do that, this Paragraph 2 Number 1, directing pharmaceuticals, do you see that?
3 59 that we just read, do you recall any of that 3 A. Theonein parentheses.
4 occurring during the time frame that you were there? | 4 Q. Yes. Wereyou aware that Forest
5 MR. ROBERTS:. Objection. 5 directed its salesreps -- representatives who promoted
6 THE WITNESS: Dol recall what 6 Celexato make sales calls to physicians who treated
7 occurring? 7 children and adolescents?
8 BY MR. BAUM: 8 MR. ROBERTS: Objection.
9 Q. That Forest Labs around April 2002 9 THE WITNESS: No.
10 attempted to obtain a pediatric indication for Celexa |10 BY MR. BAUM:
11 for usein children? 11 Q. Referring to 2, were you aware that
12 A. I'msurprised at that date, but that 12 Forest -- while you worked there, were you aware that
13 seems quite possible. 13 Forest sales reps promoted Celexa for usein children
14 Q. Andyou recall that the European study, |14 and adolescents?
15 the Lundbeck study had a negative result? 15 MR. ROBERTS: Objection.
16 A. Study 94404? 16 THE WITNESS: No.
17 Q. Yes 17 BY MR. BAUM:
18 A. | wouldn't cal it negative. 18 Q. Didyou ever become aware of it?
19 Q. What would you call it? 19 MR. ROBERTS: Objection.
20 A. 1wouldcall it afailed study. 20 THE WITNESS: No.
21 Q. Doyourecal that 94404 was afailed 21 BY MR. BAUM:
22 study? 22 Q. Asfar asyou know, that never happened?
23 A. Yes 23 MR. ROBERTS: Objection.
24 Q. Sonow let'sgo on to Paragraph 61 on 24 THE WITNESS: Promoting Celexafor use
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1 in children and adolescents, | have a 1 have some form of promotion done of the MD-18 results
2 recollection of some sales reps getting in 2 tophysicians?
3 trouble in Florida for attending some event, 3 MR. ROBERTS: Objection.
4 but that might have been in the course of these 4 THE WITNESS: A promotion?
5 proceedings. 5 BY MR. BAUM:
6 BY MR. BAUM: 6 Q. Yes
7 Q. What did they do that caused them to be 7 A. No.
8 introuble? 8 Q. Conveying the results of MD-18 to
9 A. | thought they gave out T-shirts or 9 physicians?
10 something. 10 MR. ROBERTS: Objection.
11 Q. Andyou're not aware that Forest sales 11 THE WITNESS: Well, we were seeking the
12 representatives went to pediatric physiciansto suggest |12 indication.
13 prescribing Celexato children? 13 BY MR. BAUM:
14 MR. ROBERTS: Objection. 14 Q. Andyou were making posters?
15 THE WITNESS: | wouldn't be surprised if 15 MR. ROBERTS: Objection.
16 some of the physicians they went to were 16 THE WITNESS: Well, seeking indication
17 pediatric -- had pediatric patients. 17 is not the same as making posters. Were there
18 BY MR. BAUM: 18 any posters; is that what you're asking?
19 Q. Didyou understand that sales reps going 19 BY MR. BAUM:
20 to pediatric physicians or physicians and recommending |20 Q. Yes. Beforetherewaseven an
21 theuse of Ceexafor children was an off-label use? 21 indication request, were there posters made?
22 MR. ROBERTS: Objection. 22 A. | don't know the exact timing, but there
23 THE WITNESS: Could you repeat that 23 definitely -- definitely posters were made presenting
24 question. 24 theresults of the 18 study.
Page 55 Page 57
1 BY MR. BAUM: 1 Q. And that was the purpose of those
2 Q. Wasit your understanding that sales 2 posters?
3 reps going to physicians and recommending theuse of | 3 MR. ROBERTS: Objection.
4 Celexain children would have been an off-label 4 THE WITNESS: Scientific communication.
5 promotion? 5 BY MR. BAUM:
6 MR. ROBERTS: Objection. 6 Q. They were conveyed to physicians?
7 THE WITNESS: | do understand that if 7 MR. ROBERTS: Objection.
8 the drug was not approved for the indication 8 THE WITNESS: Whoever, whatever
9 and a sales representative went to a pediatric 9 scientists or clinicians would be attending the
10 clinician and recommended its use, then that 10 meetings.
11 would be an off-label promotion. 11 BY MR. BAUM:
12 BY MR. BAUM: 12 Q. Likethe ACNP?
13 Q. Andyou were aware that wasillegal ? 13 A. Yes.
14 MR. ROBERTS: Objection. Not alawyer. |14 Q. Wasthe ACNP considered an authoritative
15 THE WITNESS: | am awarethat to do such |15 group of physicians and scientists?
16 athingisillegal. 16 MR. ROBERTS: Objection.
17 BY MR. BAUM: 17 THE WITNESS: Authoritative? | don't
18 Q. Wereyou aware at the time? 18 know if you call it authoritative.
19 A. I don'tthink | was particularly 19 BY MR. BAUM:
20 thinking about that issue at the time. 20 Q. What would you cal it?
21 Q. Okay. Didit ever cometo your 21 MR. ROBERTS: Objection.
22 attention through the marketing department, like 22 THE WITNESS: Prominent maybe.
23 through John MacPhee or through Nefertiti Greeneor |23 BY MR. BAUM:
24 your work with Mary Prescott that therewasaplanto |24 Q. Influentia?
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1 MR. ROBERTS: Objection. 1 her on?
2 THE WITNESS: I'd say prominent. I'd 2 A. Waédll, shewas an investigator in the 18
3 say if they're prominent, it's likely that 3 study, and, well, some of this material | learned
4 they're influential . 4 yesterday.
5 BY MR. BAUM: 5 MR. ROBERTS: So you can't talk about
6 Q. Looking at Number 3 on that Paragraph 61 6 it. If you have any independent recollection
7 says, were you aware that Forest hired outside speakers | 7 of the question, you can talk about it. If
8 totalk to pediatricians, child psychiatrists and other 8 it's something you learned through
9 medical practitioners who specialized in treating 9 communication with Kristin and I.
10 children and adolescents about the benefits of 10 MR. WISNER: Unless, of course, it
11 prescribing Celexato that patient population? 11 refreshed your recollection yesterday when you
12 MR. ROBERTS: Objection. 12 saw it.
13 THE WITNESS: No. 13 THE WITNESS: Yeah, | didn't
14 BY MR. BAUM: 14 independently recollect.
15 Q. Didyou work with any outside speakers 15 BY MR. BAUM:
16 who did do that? 16 Q. Okay. Andthen on Number 4 it sayswere
17 MR. ROBERTS: Objection. 17 you aware that Forest publicized and circulated the
18 BY MR. BAUM: 18 positive results of adouble-blind, placebo-controlled
19 Q. LikeKaren Wagner? 19 Forest study on the use of Celexain adolescents while
20 A. | worked with Karen Wagner. 20 at the same time failed to discuss the negative results
21 Q. Wereyou aware that she was giving talks 21 of the second double-blind, placebo-controlled European
22 to physicians and recommending the use of Celexa? 22 study on the use of Celexain adolescents?
23 MR. ROBERTS: Objection. 23 MR. ROBERTS: Objection.
24 THE WITNESS: | believe shewasthe -- | 24 THE WITNESS: I'm aware that Forest
Page 59 Page 61
1 remember she had a poster. 1 published the results of the 18 study.
2 BY MR. BAUM: 2 BY MR. BAUM:
3 Q. Doyourecal that she actualy did like 3 Q. Andareyou awarethat they failed to
4 gpeeches and presentations to physicians at CME type-- | 4 convey information regarding the European study?
5 continuing medical education type seminars? 5 MR. ROBERTS: Objection.
6 MR. ROBERTS: Objection. No foundation. | 6 THE WITNESS: WEell, Lundbeck
7 THE WITNESS: That sounds possible. 7 published -- | believe Lundbeck published the
8 BY MR. BAUM: 8 other study.
9 Q. Didyou ever help prepare her for any of 9 BY MR. BAUM:
10 those? 10 Q. But Forest had the results, correct?
11 MR. ROBERTS: Objection. 11 MR. ROBERTS: Objection.
12 THE WITNESS: | wasin communication 12 THE WITNESS: They had accessto the
13 with her. Did | prepare speeches for her? 13 results, yes.
14 BY MR. BAUM: 14 BY MR. BAUM:
15 Q. Yeah, like PowerPoint presentations -- 15 Q. You had access to the results, right?
16 MR. ROBERTS: Objection. 16 MR. ROBERTS: Objection.
17 BY MR. BAUM: 17 THE WITNESS: 944047
18 Q. --for her to lecture on at CMES? 18 BY MR. BAUM:
19 A. | don'trecal. 19 Q. Yeah
20 Q. Ordinners? 20 A. Insomeform | would have had accessto
21 MR. ROBERTS: Objection. 21 theresults.
22 THE WITNESS: Yesah, | don't recall. 22 Q. Didyou have any concerns about the
23 BY MR. BAUM: 23 negative results of study 944047
24 Q. Doyourecal what you wereworking with |24 MR. ROBERTS: Objection.
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1 THE WITNESS: Wdll, asl said, it'sa 1 THEWITNESS: Asl sad, | didn't --
2 failed study. 2 based on my current recollection, | didn't
3 BY MR. BAUM: 3 think that it had much to do with it.
4 Q. Didyou have any concerns about its 4 BY MR. BAUM:
5 being afaled study? 5 Q. All they had to do was have atrial
6 MR. ROBERTS: Objection. 6 conducted, it didn't matter what the outcome was?
7 THE WITNESS: Yes. 7 MR. ROBERTS: Objection.
8 BY MR. BAUM: 8 THE WITNESS: | think they needed to
9 Q. What were your concerns? 9 conduct the study in the US, but | could be
10 MR. ROBERTS: Objection. 10 wrong.
1 THE WITNESS: The concern wasthat it |11 BY MR. BAUM:
12 wouldn't provide adequate support for the -- |12 Q. Andyou don't recall whether 94404 was
13 for theindication. 13 part of the application for the exclusivity extension?
14 BY MR. BAUM: 14 MR. ROBERTS: Objection.
15 Q. What about adequate support for the 15 THE WITNESS: | don't specifically
16 exclusivity extension? 16 recall. | would assume that all relevant data
17 MR. ROBERTS: Objection. 17 were submitted.
18 THE WITNESS: My recollection of the |18 BY MR. BAUM:
19 exclusivity filing is that the submission -- 19 Q. And 94404's results would have been
20 that the conduct -- it was the conduct of the |20 relevant data?
21 study by a company, regardless of the results, |21 MR. ROBERTS: Objection.
22 was sufficient for the exclusivity. 22 THE WITNESS: Relevant, yes.
23 BY MR. BAUM: 23 BY MR. BAUM:
24 Q. Yourecal it being necessary that the 24 Q. Didanyone at Forest ever instruct you
Page 63 Page 65
1 results were interpretable? 1 to conceal the Lundbeck 94404 study results?
2 MR. ROBERTS: Objection. 2 MR. ROBERTS: Objection.
3 THE WITNESS: No. 3 THE WITNESS: No.
4 BY MR. BAUM: 4 BY MR. BAUM:
5 Q. Doyou consider afailed study 5 Q. Didyou have any concerns about any of
6 interpretable? 6 the adverse event outcomes in the 94404 study?
7 MR. ROBERTS: Objection. 7 MR. ROBERTS: Objection.
8 THE WITNESS: I'd say that's a pretty 8 THE WITNESS:. The adverse event rates
9 fuzzy semantic question. 9 were higher in the 94404 study than the 18
10 BY MR. BAUM: 10 study.
11 Q. Widl, | waswondering if maybeyouwere |11 BY MR. BAUM:
12 concerned or anyone at Forest was concerned about |12 Q. Doyourecal any particular adverse
13 whether the 94404 results were interpretable 13 eventsthat were higher?
14 sufficiently to support the exclusivity submission? 14 A. No.
15 MR. ROBERTS: Objection, callsfor 15 Q. Suicidality?
16 speculation. 16 MR. ROBERTS: Objection.
17 THE WITNESS: Yeah, | mean, | can't -- 17 THE WITNESS.: | vaguely recollect that,
18 it's pretty difficult to put a-- to clearly 18 in general, there was a suicidality issue.
19 define what interpretable means. 19 BY MR. BAUM:
20 BY MR. BAUM: 20 Q. With respect to 94404 or with pediatric
21 Q. Wasthere any concern that because of 21 useof SSRIsin genera?
22 the outcome of 94404, Forest would not be able to get |22 MR. ROBERTS: Objection.
23 the pediatric exclusivity extension for Celexa? 23 BY MR. BAUM:
24 MR. ROBERTS: Objection. 24 Q. Or both?

ol kow Technol ogi es,

I nc.

Page 17 (62 - 65)






Charles Flicker, Ph.D.
Page 66 Page 68
1 MR. ROBERTS: Objection. 1 Celexato children?
2 THE WITNESS: There was an FDA concern | 2 MR. ROBERTS: Objection.
3 about it. 3 THE WITNESS: No, | wasn't aware of
4 BY MR. BAUM: 4 that, but it seems possible that those
5 Q. Didyou have aconcern about it? 5 materials could have been made available.
6 MR. ROBERTS: Objection. 6 BY MR. BAUM:
7 THE WITNESS: Did | have aconcern about | 7 Q. With or without the physician asking for
8 what? 8 them?
9 BY MR. BAUM: 9 MR. ROBERTS: Objection.
10 Q. Theadverse event of suicidality related 10 THE WITNESS: | thought the procedure
11 to pediatric use of an SSRI like Celexa or Lexapro? 11 was that a physician needed to request such
12 MR. ROBERTS: Objection. 12 articles.
13 THEWITNESS: Yes. 13 BY MR. BAUM:
14 BY MR. BAUM: 14 Q. Andif they didn't, it would have been
15 Q. Doyou recall -- well, skip that. 15 improper, right?
16 Let's go to Page 26, take alook at 16 MR. ROBERTS: Objection, callsfor
17 Paragraph 67. Hereit says, At varioustimesand in 17 speculation.
18 New England, certain Forest Pharmaceuticals Regiona |18 THE WITNESS: Can you repeat the
19 Directors and Division Managers provided their sales |19 guestion.
20 representatives with copies of posters and journal 20 BY MR. BAUM:
21 articleson studies of Celexafor usein children and 21 Q. If the physician didn't ask for the
22 adolescents and directed the sales representatives to 22 materials, giving it to them would have been improper,
23 read the studies and use them as sales aids in their 23 correct?
24 detailsto physicians. Various Forest Pharmaceutical |24 MR. ROBERTS: Objection.
Page 67 Page 69
1 Division Managers a so directed sales representatives | 1 THE WITNESS: | think it would be
2 to show off labels -- sorry -- to show off-label 2 improper to provide material regarding an
3 studiesto physicians, but not leave copies of those 3 off-label useif not requested for asalesrep.
4 studies with the physicians so as to avoid detection 4 BY MR. BAUM:
5 that would get the sales representative and Forest 5 Q. Okay. And wereyou aware that any of
6 Pharmaceuticalsin trouble. 6 that activity was occurring at Forest while you were
7 Do you see that? 7 there?
8 A. Yes 8 MR. ROBERTS: Objection.
9 Q. Do you recdl any physicians being -- 9 THE WITNESS: No.
10 well, do you recall any of this activity occurring? 10 BY MR. BAUM:
11 MR. ROBERTS: Objection. 11 Q. Soyou were not aware that Forest sales
12 THE WITNESS: No. 12 repsused datafrom CIT-MD-18 in posters for off-label
13 BY MR. BAUM: 13 promotion of Celexafor usein children and
14 Q. Didyou ever hear about any of that 14 adolescents?
15 activity occurring? 15 MR. ROBERTS: Objection. No foundation.
16 MR. ROBERTS: Objection. 16 THE WITNESS: No.
17 THE WITNESS: | knew that a physician 17 BY MR. BAUM:
18 could request a copy of a study or a study 18 Q. Wereyou aware that any of the posters
19 report. 19 you actually participated in creating were used by
20 BY MR. BAUM: 20 salesrepsfor physicians?
21 Q. Wereyou aware or did you hear that 21 MR. ROBERTS: Objection.
22 salesreps were actually trained to deliver pediatric 22 THE WITNESS: I'm sure they had access
23 submissions like posters and things of that to 23 to that material.
24 physiciansin order to encourage them to prescribe 24 BY MR.BAUM:
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Page 72

1 Q. Why areyou sure that they had access to 1 THE WITNESS:. No.
2 that material? 2 BY MR. BAUM:
3 A. | believeit wasgiven to them or at 3 Q. Didyou assist her with any posters or
4 |east made available to them. 4 PowerPoint presentations for her to give to
5 Q. For what purpose? 5 physicians --
6 A. Educdtion. 6 MR. ROBERTS: Objection.
7 Q. Inorder to get physiciansto prescribe 7 BY MR. BAUM:
8 Celexafor children? 8 Q. --regarding CIT-MD-18?
9 MR. ROBERTS: Objection. 9 A. | think | discussed material and results
10 THE WITNESS: | wouldn't know. 10 from 18 with her.
11 BY MR. BAUM: 11 Q. For what purpose?
12 Q. Wereyou aware that Forest ordered 12 A. Waél, again, thisis partly based on
13 reprints of journal articles and posters to be 13 material | was given yesterday.
14 presented by sales reps? 14 MR. ROBERTS:. Then don't answer.
15 MR. ROBERTS: Objection. No foundation. |15 BY MR. BAUM:
16 THEWITNESS: No. | believesdesreps |16 Q. Would it refresh your recollection of
17 had access to that material. 17 what you actually did do?
18 BY MR. BAUM: 18 A. Wadl, | know Karen Wagner did a poster
19 Q. Youdon't know whether or not they were |19 presentation, | recollect that independently, and |
20 given copiesof it? 20 probably helped her with that.
21 MR. ROBERTS: Objection. 21 Q. And that poster presentation was to
22 THE WITNESS: No. 22 whom?
23 BY MR. BAUM: 23 A.  Well, you mentioned ACNP, so | guess
24 Q. Doyou believethey were? 24 ACNP.
Page 71 Page 73
1 MR. ROBERTS: Objection, callsfor 1 MR. ROBERTS: Michael, when are you
2 speculation. 2 thinking about a break?
3 THE WITNESS: | believeit was part of 3 MR. BAUM: In alittle bit, but not
4 their training. 4 quite yet.
5 BY MR. BAUM: 5 MS. KIEHN: WeEe've been going over an
6 Q. Look at that subheading B under 6 hour.
7 Paragraph 67 on Page 26. Do you seethat? "Forest 7 MR. ROBERTS: Areyou okay, or do you
8 Pharmaceuticals Use of Outside Speakersto Promote | 8 want to take a break?
9 Celexafor Usein Children and Adolescents." 9 THE WITNESS: I'm good.
10 Do you see that? 10 MR. BAUM: We'retrying to keep the
11 A. Yes 11 breaks to aminimum, | think, right?
12 Q. Didyou participate with any outside 12 MS. KIEHN: Yeah.
13 gpeakersto promote Celexafor usein children and 13 MR. ROBERTS: | just want to make sure
14 adolescents? 14 he's okay.
15 MR. ROBERTS: Objection. 15 BY MR. BAUM:
16 THE WITNESS: No. 16 Q. Yeah. By theway, if you ever need to
17 BY MR. BAUM: 17 take abreak, you know, just to get adrink of water or
18 Q. Youdidn't do that with Karen Wagner? 18 go to the bathroom, please et us know, and if you're
19 MR. ROBERTS: Objection. 19 inthe middle of a question, though, | want you to
20 THE WITNESS:. Did | give atak? 20 answer the question before you take the break. And
21 BY MR. BAUM: 21 just let us know -- we'retrying to get afull seven
22 Q. No. Didyou assist her to give speeches 22 hours of testimony in today, so | know you have
23 to promote Celexafor use in children and adolescents? |23 something you're scheduled to go do later, so we're

N
I

MR. ROBERTS: Objection.

24

trying to cram in as much as we can with as few breaks
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1 aspossible, but it's not atorture event, more or 1 BY MR. BAUM:
2 |ess, 2 Q. Okay. Let'stake alook at Page 17,
3 MS. KIEHN: Matter of opinion. 3 Paragraph 60. It says, "Forest paid amedical writing
4 THE WITNESS: It's amatter of opinion. 4 firm to ghost-write an academic article on the Wagner
5 MR. BAUM: Yeah. 5 study, and Forest arranged to have the article
6 MS. KIEHN: Let'stake abreak in afew 6 published in the June 2004 issue of The American
7 minutes. 7 Journal of Psychiatry, with Dr. Wagner listed as the
8 MR. BAUM: I'm aimost done with this 8 lead author. The article did not mention that the only
9 section, | just wanted to wrap it up. 9 other double-blind, placebo-controlled trial on
10 MR. ROBERTS: Okay. 10 pediatric use of Celexa had shown no efficacy and had
11 BY MR. BAUM: 11 anincidence of suicide attempts and suicidal ideation
12 (Document marked for identification as 12 among those taking Celexathat was almost three times
13 Hicker Deposition Exhibit No. 4.) 13 higher than in the group taking the placebo."
14 BY MR. BAUM: 14 Did | read that correctly?
15 Q. I'mgoing to hand you what we're marking |15 A. Yes
16 as Exhibit 4 which is the United States complaint 16 Q. Thisarticle mentioned hereisreferring
17 intervention against Forest Labs. 17 to the published report of CIT-MD-18 with Dr. Wagner as
18 Have you seen that before? 18 an author?
19 A. Notthat | recollect. 19 MR. ROBERTS: Objection.
20 Q. Atthebottom of this pageit says, 20 THE WITNESS: Isthat aquestion?
21 "Qver the course of more than half adecade, Forest |21 BY MR. BAUM:
22 jllegally marketed two related antidepressant drugs, |22 Q Yes
23 Celexaand Lexapro, for off-label usein pediatric 23 A.  What'sthe question? Isthat the --
24 patients when both drugs had been approved only for |24 Q. Isthisparagraph referring to the
Page 75 Page 77
1 adult use." 1 articlein which Dr. Wagner was the lead author
2 Do you see that? 2 regarding CIT-MD-18's results?
3 A. Yes 3 MR. ROBERTS: Objection.
4 Q. Wereyou aware of Forest illegally 4 THE WITNESS: | assume so.
5 marketing for off-label use of Celexain the pediatric | 5 BY MR. BAUM:
6 population? 6 Q. Do you know why Dr. Wagner was viewed as
7 MR. ROBERTS: Objection. 7 aprincipa investigator?
8 THE WITNESS: | was aware of those 8 MR. ROBERTS: Objection.
9 T-shirts. 9 THE WITNESS: | wasn't aware that she
10 BY MR. BAUM: 10 was the principal investigator.
11 Q. Andwhat was on the T-shirts? 11 BY MR. BAUM:
12 A. | don't know. 12 Q. Didyou think she wasn't?
13 Q. Something to do with pediatric use of 13 A. No.
14 Celexaor Lexapro? 14 Q. What was her relationship to the
15 MR. ROBERTS: Objection. 15 CIT-MD-18 project?
16 THE WITNESS: It wasjust -- it wasa 16 A. Shewasan investigator onit.
17 pediatric event. 17 Q. Wasshean author?
18 BY MR. BAUM: 18 A. Yeah, well, | mean, | knew she did the
19 Q. And at that event they were suggesting 19 poster. | didn't know she was first author on the --
20 the use of Celexaor Lexapro for kids? 20 onthisarticle.
21 MR. ROBERTS: Objection. 21 Q. Do you recall Natasha Mitchner being
22 THE WITNESS: They were giving out 22 involved --
23 T-shirts or something, and it must have said 23 A. No.
24 Celexaonit. 24 Q. -- with writing the first draft of the
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1 manuscript for CIT-MD-18? 1 BY MR. BAUM:
2 MR. ROBERTS: Objection. 2 Q. Yesh
3 THE WITNESS: | don't know who Natasha | 3 A. That'spossible.
4 Mitchner is. 4 Q. Okay. Do you recal that you provided
5 BY MR. BAUM: 5 information to Mary Prescott or an outside writing
6 Q. Doyourecal that there was a medical 6 agency for drafting the manuscript?
7 writing company that Forest worked with to get the 7 MR. ROBERTS: Objection.
8 manuscript drafted? 8 THE WITNESS: If it was drafted by an
9 MR. ROBERTS: Objection, lack of 9 outside agency, then they would have to get it
10 foundation. 10 from Forest.
1 THE WITNESS: No. 11 BY MR. BAUM:
12 BY MR. BAUM: 12 Q. Didyou help provide that information to
13 Q. Who do you think wroteit? 13 them?
14 MR. ROBERTS: Objection, calsfor 14 MR. ROBERTS: Objection.
15 speculation. 15 THE WITNESS: Oh, not that | recall.
16 THE WITNESS: | think it wasa 16 BY MR. BAUM:
17 collaborative effort. 17 Q. Do you know whether or not the published
18 BY MR. BAUM: 18 article and the June 2004 issue of American Journal of
19 Q. Diditinvolve amedica writing company |19 Psychiatry mentioned the 94404 results?
20 that was hired by Forest? 20 MR. ROBERTS: Objection.
21 A. Notthat | knew of. | would think they 21 THE WITNESS: Based on what | see here
22 would be moreinvolved in production, but sometimes |22 you mean?
23 they were used to facilitate. 23 BY MR. BAUM:
24 Q. What do you mean by that? 24 Q. Atthetimedid you recall whether or
Page 79 Page 81
1 A. Youknow, if there was -- if there were 1 not it mentioned 944047
2 abunch of authors on the study, the manuscript has to 2 MR. ROBERTS: Objection.
3 be circulated and comments have to be incorporated, and | 3 THE WITNESS: No.
4 there's also other -- alot of logistics with a 4 BY MR. BAUM:
5 submission and so forth. 5 Q. Areyou aware now that it did not?
6 Q. Youdon't recall the medical writing 6 MS. KIEHN: Objection.
7 company actually drafting the manuscript? 7 MR. ROBERTS: Objection.
8 MR. ROBERTS: Objection. 8 THE WITNESS: If thisallegation is
9 THE WITNESS: No. 9 correct, then it did not.
10 BY MR. BAUM: 10 BY MR. BAUM:
11 Q. You never saw adraft of amanuscript 11 Q. Okay. Would you agreethat it's
12 that was prepared by Natasha Mitchner and Mary 12 scientifically unsound to promote positive results and
13 Prescott? 13 conceal negative results of testing on a drug?
14 MR. ROBERTS: Objection. 14 MR. ROBERTS: Objection, not an expert.
15 THE WITNESS: Oh, | don't know that. If 15 THE WITNESS: Isit scientifically --
16 | was around, it would be very likely that | 16 scientifically unsound?
17 commented on the manuscript. 17 BY MR. BAUM:
18 BY MR. BAUM: 18 Q. Yes
19 Q. Do yourecall that amanuscript was 19 A. My first thought wouldn't be that
20 generated by companiesthat Mary Prescott or Natasha |20 scientific was primary issue but --
21 Mitchner worked for? 21 Q. What would you call it?
22 MR. ROBERTS: Objection. 22 A. What are you suggesting, to promote
23 THE WITNESS: | don't recall Natasha 23 positive results, or do what with positive results,
24 Mitchner. Did she work for Mary? 24 communicate positive results?
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1 Q. To promote positive results and conceal 1 DOJ?
2 negative results of clinical trias. 2 BY MR. BAUM:
3 MR. ROBERTS: Objection. 3 Q. Thisisthelnformation. Thisisthe
4 THE WITNESS: I'd say it'sundesirable. 4 plea agreement.
5 BY MR. BAUM: 5 MR. ROBERTS: Let the record reflect
6 Q. Doyou have any regrets of being part of 6 what the exhibits are.
7 any of thisillegal activity of Forest? 7 BY MR. BAUM:
8 MR. ROBERTS: Objection, callsfor 8 Q. Exhibit 3isthe Information, and
9 speculation. 9 Exhibit 2 isthe plea agreement, and in Exhibit 2
10 MS. KIEHN: Lack of foundation. 10 they've pled guilty to the Informations contained in
11 THE WITNESS: What illegal activity did |11 the Information?
12 | participate in? 12 MR. ROBERTS: Objection to the extent
13 BY MR. BAUM: 13 that it mischaracterizes the document.
14 Q. Youworked at Forest. 14 BY MR. BAUM:
15 MR. ROBERTS: Objection. 15 Q. Sowhat I'm asking you isdo you regret
16 BY MR. BAUM: 16 having been involved with any of the activity that's
17 Q. Wejust went through the Information and |17 described in these documents?
18 this complaint and -- 18 MR. ROBERTS: Objection.
19 A. Thiscomplaint isjust an alegation 19 THE WITNESS: | regret anything | did
20 from | don't know where. 20 that got me here today.
21 Q. Sothelnformation, the exhibit before, 21 BY MR. BAUM:
22 jsnot just an allegation. Forest pled guilty to it 22 Q. Widll, that'sadlightly different answer
23 and pled guilty to having conducted activities -- 23 to adlightly different question, and I'd like the
24 MR. ROBERTS: Objection. 24 answer to my question.
Page 83 Page 85
1 MS. KIEHN: Objection. 1 MR. ROBERTS: And | object to his
2 MR. ROBERTS: Mischaracterizesthe 2 guestion, but you can answer.
3 documents. 3 THE WITNESS: Yeah, well, | mean, I'm a
4 MS. KIEHN: Completely mischaracterizing | 4 little confused by your question because, |
5 the documents, misleading. 5 mean, actually, my recollection was that when
6 MR. WISNER: Kristin, Kristin. 6 the Department of Justice case was settled, |
7 MS. KIEHN: Brent, Brent, Brent. 7 didn't think Celexa was even mentioned, or at
8 MR. WISNER: He's defending the 8 least it was very secondary. Isn't that true?
9 deposition, you're not. 9 BY MR. BAUM:
10 MS. KIEHN: Fine. 10 Q. Wiédl, if you look here at what | just
11 MR. WISNER: So you have no right to 11 showed you, Celexawasinvolved, wasn't it?
12 object. Only one witness deposes, that's it. 12 MR. ROBERTS:. Objection.
13 You're not sick. You don't get to object. 13 THE WITNESS: Yes, itwasinvolvedin
14 Josh can handle himself. 14 the allegations, but then when it was settled,
15 MS. KIEHN: Cam down. 15 | didn't -- | thought it was about other drugs,
16 BY MR. BAUM: 16 wasn't it?
17 Q. Andsothey'rejust objecting and 17 BY MR. BAUM:
18 disagreeing with it. They can't stop you from 18 Q. No, there are other drugs as well, but
19 answering that question. 19 they're also Celexaand Lexapro.
20 A. Yeah, but what paragraph, what? 20 MS. KIEHN: You're not testifying,
21 MR. ROBERTS: | am objectingtoit, but |21 Michadl.
22 you can answer, to the extent that you remember |22 MR. ROBERTS: Objection.
23 what the question is. 23 BY MR. BAUM:
24 THE WITNESS:. Arewe going back tothe |24 Q. Sothedocuments| just showed you
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1 involve Celexa and Lexapro, didn't they? 1 Q. Do you see Paragraphs 59 and 61, do you
2 MR. ROBERTS: Objection, to the extent 2 recall our having read those into the record?
3 that it mischaracterizes the document. If you 3 MR. ROBERTS: Objection.
4 want to take your time and go through the 4 BY MR. BAUM:
5 document, you can take your time and go through | 5 Q. Doyou seethose?
6 the document. Y ou don't have to accept his 6 A. I'mlooking at 61.
7 characterization of the document. 7 Q. Okay. You seethat thoserelateto
8 BY MR. BAUM: 8 Celexaand Lexapro?
9 Q. Takealook at the bottom of Page 8. 9 MR. ROBERTS: Objection.
10 MR. ROBERTS: Arewegoing backto2? |10 THE WITNESS: Yes.
11 BY MR. BAUM: 11 BY MR. BAUM:
12 Q. InExhibit 2. Do you seethat? 12 Q. Anddo you seethat Forest in the
13 MR. ROBERTS:. Seewhat? What arewe-- |13 Information has pled guilty to the activities described
14 BY MR. BAUM: 14 herein theinformation?
15 Q. Thebottom of -- 15 MR. ROBERTS: Objection. He'snot a
16 A. "Forest expressly and uneguivocally 16 lawyer.
17 further admits that it committed the offenses charged |17 THE WITNESS: Assuming that these two
18 intheInformation.” So thisisthe Information? 18 arelinked, then | guess there was a guilty
19 Q. Yes. | showed you paragraphsin the 19 plea.
20 |nformation that related to Celexa and the off-label 20 BY MR. BAUM:
21 promotion of Celexa. 21 Q. Allright. Do you regret having been
22 MR. ROBERTS: Objection to your 22 involved with any of the activity that's described in
23 characterization of it. 23 the Information and that to which Forest pled guilty?
24 BY MR. BAUM: 24 MR. ROBERTS: Objection, calsfor
Page 87 Page 89
1 Q. If youtakealook at Paragraphs 61 and 1 speculation.
2 59. 2 THE WITNESS: | don't think | was
3 A. Soyour questionis, do | regret any -- 3 involved in the activity of these things.
4 MR. ROBERTS: Youdon'thavetoask him | 4 BY MR. BAUM:
5 his question. He can ask his own questions. 5 Q. Wwadll, you worked on MD-18, correct?
6 MR. BAUM: You're going to have to stop 6 MR. ROBERTS: Objection.
7 guiding him. 7 THE WITNESS: But | didn't direct Forest
8 MR. ROBERTS: He's not asking you the 8 Pharmaceutical s sales reps to promote Celexa.
9 guestions. You get to ask the questions. 9 | didn't promote Celexa. | didn't hire outside
10 MR. BAUM: You do not get to guide him. |10 speskers. | didn't publicize and circulate
11 MR. ROBERTS: I'm not guiding him. 11 positive results.
12 MR. BAUM: You haveto stop guiding him. |12 BY MR. BAUM:
13 MR. ROBERTS: I'm not guiding him. 13 Q. Your employer did, though, right?
14 MR. BAUM: Yes, you are. 14 A. Wadl, no, I did--
15 MR. ROBERTS: I'm trying to get him to 15 MR. ROBERTS: Objection.
16 the right place. 16 THE WITNESS: | did helpto -- | don't
17 MR. BAUM: | adready had him at that. 17 regret helping to publish 18. No, | don't
18 MR. ROBERTS: Okay. Wdll, I'm getting 18 regret it.
19 to the right place now. What page are we on? 19 BY MR. BAUM:
20 MR. BAUM: WEe'e at Paragraphs 59 and 20 Q. Okay.
21 617? 21 MR. ROBERTS: Arewe ready for abreak?
22 MR. ROBERTS: Okay, perfect. What'sthe |22 MR. BAUM: Yeah.
23 question? 23 THE VIDEOGRAPHER: We will be going off
24 BY MR. BAUM: 24 therecord at 9:16 am. This marksthe end of
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1 Media 1. 1 was negative?
2 (Brief recess.) 2 MR. ROBERTS: Objection.
3 THE VIDEOGRAPHER: We are back onthe | 3 THE WITNESS: | thought 94404 was older
4 record at 9:29 am. This marks the beginning 4 than this. | didn't think -- I didn't think |
5 of Media2. Go ahead, counselor. 5 learned in 2001 that 94404 had failed results.
6 MR. BAUM: Were going to move on to 6 BY MR. BAUM:
7 Exhibit 5. 7 Q. Youthink you learned that earlier?
8 (Document marked for identification as 8 A. Yeah.
9 Flicker Deposition Exhibit No. 5.) 9 Q. When do you think you learned it?
10 BY MR. BAUM: 10 A. | don't know. | thought it had been --
11 Q. Whichisane-mail from Karoline Als at 11 | had the impression it had been completed alot
12 Lundbeck to Ivan Gergel at Forest dated July 16, 2001. |12 earlier than this.
13 Have you seen that document before? 13 Q. Doyou have any reason to dispute what
14 MR. ROBERTS: Y ou can answer to the 14 jsstated in thise-mail?
15 extent that it refreshed your recollection. 15 A. No.
16 THE WITNESS: No, | don't recognize this 16 Q. Do you have any reason to dispute that
17 document. 17 you received it?
18 BY MR. BAUM: 18 A, wdl --
19 Q. Youseethat it's addressed to you up at 19 MR. ROBERTS: Objection.
20 thetop there? 20 THE WITNESS: Dispute anything that it
21 A. Yes 21 saysinthise-mail? | haven't read the entire
22 Q. It's-- the subject is"94404: Headline 22 e-mail. | mean, | believe that thiswas -- is
23 results.” 23 an actual e-mail that was sent.
24 Do you see that, right at the subject 24 BY MR. BAUM:
Page 91 Page 93
1 line? 1 Q. It was produced in the ordinary course
2 A. Yeah. 2 of business of Forest?
3 Q. Thentheimportanceis high, do you see 3 A. Yes
4 that further down? 4 MR. ROBERTS: Objection.
5 A.  Mm-hmm. 5 BY MR. BAUM:
6 Q. Andit says, Dear Ivan Gergel, 94404 6 Q. That wasyes?
7 citalopram versus placebo in the treatment of 7 A. Yes
8 adolescent depression have been unblinded and 8 Q. Okay. Do you recall that it was of high
9 unfortunately with a negative result. It was not 9 importance for Forest employeesto learn that a
10 possible to detect a significant difference betweenthe |10 contemporaneous study on Celexa treatment for
11 two treatment groups. 11 adolescent depression in Europe was unfortunately a
12 Do you see that? 12 negative result?
13 A. Yes 13 MR. ROBERTS: Objection.
14 Q. Do you recall having received this 14 THE WITNESS: The results of the 94404
15 document? 15 study were of strong interest to Forest.
16 A. No. 16 BY MR. BAUM:
17 Q. Doyou recall having being informed that 17 Q. Wasthereaplan orchestrated around
18 the 94404 results were negative? 18 thistime between Forest and Lundbeck to make sure that
19 A. No. 19 the positive results from CIT-MD-18 were published
20 Q. Doesthis document refresh your 20 before the negative results of 944047
21 recollection at all that during this time frame you 21 MR. ROBERTS: Objection.
22 were advised that the outcome of 94404 was negative? |22 THE WITNESS: No.
23 A. Yes, | mean, that's new information. 23 BY MR. BAUM:
24 Q. You never knew at the time that 94404 24 Q. Youdon't recal that?
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1 MR. ROBERTS: Objection. 1 You seethat? Here, let me point it to
2 THE WITNESS: No. 2 you. It'sthere.
3 BY MR. BAUM: 3 A. Youwant meto read this whole thing?
4 Q. Ever? 4 Q. No. I'mactually just asking you do you
5 MR. ROBERTS: Objection. 5 recall having worked on the second draft of the study
6 THE WITNESS: No. 6 report for 94404?
7 BY MR. BAUM: 7 A. No.
8 Q. Doyourecal any urgency on behalf of 8 Q. Youdon'trecall ever having worked on
9 Forest to get the so-called positive data published 9 94404 study report?
10 regarding CIT-MD-18? 10 MR. ROBERTS: Objection.
11 MR. ROBERTS: Objection. 11 THE WITNESS: | could speculate, yeah.
12 THE WITNESS: That sounds familiar. 12 BY MR. BAUM:
13 BY MR. BAUM: 13 Q. Do you have any reason to doubt that you
14 Q. Wereyou personaly involved with 14 were sent the results of 94404 and a second draft of
15 delaying publication of the study 94404 until after the |15 the 94404 study report for you to review?
16 results of CIT-MD-18 were published? 16 MR. ROBERTS: Objection.
17 MR. ROBERTS: Objection. 17 THE WITNESS: No.
18 THE WITNESS: No. 18 BY MR. BAUM:
19 MR. BAUM: Okay. We're going to moveon |19 Q. Doyou have any reason to dispute any of
20 to Exhibit 6, it's MDL-FORP0018834. 20 theinformation that's discussed in this e-mail chain?
21 (Document marked for identification as 21 MR. ROBERTS: Objection.
22 Flicker Deposition Exhibit No. 6.) 22 THE WITNESS: I'd haveto read it.
23 BY MR. BAUM: 23 BY MR. BAUM:
24 Q. Thisisane-mail chain between you, 24 Q. Wédll, the part that I'm interested in,
Page 95 Page 97
1 Bill Heydorn, Karoline Als between November 14and 20 | 1 in particular, isthat you were sent a second draft of
2 of 2001 regarding 94404, second draft. 2 thereport for 94404 and you were asked to review
3 Y ou see your name there on the to line? 3 aspectsof it.
4 A. Yeah. 4 Do you have any doubt that you received
5 Q. Do you have any doubt -- reason to doubt 5 the second draft?
6 that you received this e-mail chain? 6 A. | have only asmall amount of doubt.
7 A. No. 7 Q. Andwhat isthat?
8 Q. Wasthisproduced in the ordinary course 8 A. Maybel didn't. Sincel don't have any
9 of Forest business? 9 gpecific recollection of getting it, then it's hard for
10 MR. ROBERTS: Objection. 10 meto confirm that.
11 THE WITNESS: Say again. 11 Q. Didyou -- do you recall receiving
12 BY MR. BAUM: 12 e-mailsfrom Karoline Als at Lundbeck regarding 944047
13 Q. Wasthise-mail part of the ordinary 13 MR. ROBERTS: Objection.
14 course of Forest business? 14 THE WITNESS: Only because I'm looking
15 MR. ROBERTS: Objection. 15 at this, | do recollect the name Karoline Als,
16 THE WITNESS: | assume so. 16 and | do associate her certainly with Lundbeck
17 BY MR. BAUM: 17 and possibly as a person who collected comments
18 Q. You see at the bottom of this page that 18 on that -- on that study report.
19 Karoline Als of Lundbeck writesto you on November 14, |19 BY MR. BAUM:
20 2001 and asks you to review the second draft of the 20 Q. Thenext email up, it says, "Dear
21 report for -- study report for 944047 It says, "Dear 21 Charles, by now you should be able to access the
22 Charles, by today you will receive the second draft 22 draft."
23 report of 94404. Y our review should focus on the 23 Do you see that? Just alittle bit
24 following aspects.” 24 higher up in the middle of the page.
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1 A. Yeah. 1 Q. Okay. Sowasthis produced by you while
2 Q. And then the next one up has an e-mail 2 you were working at Forest?
3 from you to -- from Joan Singh, | guess that was on 3 A. It must have been.
4 behalf of Charles Flicker; that was your secretary, 4 Q. Something you would have donein the
5 correct? 5 ordinary course of your work at Forest?
6 A. Yes 6 MR. ROBERTS: Objection.
7 Q. Andit'stoBill Heydorn and cc'd to 7 THE WITNESS: | don't know how ordinary,
8 Paul Tiseo, Jane Wu and Julie Kilbane. 8 but it would be part of the job.
9 Do you see that? 9 BY MR. BAUM:
10 A. Yes 10 Q. Okay. And do you see herethat you were
11 Q. Andthen you ask who is the contact 11 making comments on the 94404 study report?
12 person onthis. 12 A. Yes
13 Do you see that? 13 Q. And you had some detailed comments here,
14 A. Uh-huh. 14 correct?
15 Q. And then the next one up shows Bill 15 MR. ROBERTS: Objection.
16 Heydorn to you saying, "l can coordinate return of 16 THE WITNESS: Yes.
17 comments on 94404." 17 BY MR. BAUM:
18 Doyou see dl that? 18 Q. And you sent those comments to Bill
19 A. Yes 19 Heydorn, right?
20 Q. Doesany of that refresh your 20 MR. ROBERTS: Objection.
21 recollection that you were involved with making some |21 THE WITNESS: That would appear to be
22 modifications and comments to the study report for 22 the case.
23 944047 23 BY MR. BAUM:
24 MR. ROBERTS: Objection. 24 Q. Do you know how they ended up getting to
Page 99 Page 101
1 THE WITNESS: It doesn't refresh my 1 Bill Heydorn? Wasit viae-mail or did you hand them
2 recollection. 2 tohim?
3 BY MR.BAUM: 3 MR. ROBERTS: Objection.
4 Q. Do you have any reason to doubt that you 4 THE WITNESS: | would assume -- | don't
5 were involved with making comments and changestothe | 5 know really.
6 study report for 94404? 6 BY MR. BAUM:
7 MR. ROBERTS: Objection. 7 Q. And these comments here are your
8 THE WITNESS: No. 8 suggested changes to the study report of 944047
9 MR. BAUM: Okay. Let'sgo to the next 9 MR. ROBERTS: Objection.
10 exhibit. 10 THE WITNESS: These are comments on the
11 (Document marked for identification as 11 study report. | don't know if they're changes
12 Flicker Deposition Exhibit No. 7.) 12 or clarifications.
13 BY MR. BAUM: 13 BY MR. BAUM:
14 Q. Marked as Exhibit 7, MDL-FORP0O011 -- no 14 Q. Waell, under "Discussion" it says "delete
15 19228. And thisis some handwritten comments on 94404 |15 statement regarding faster metabolism."
16 study report, CF with an arrow to W. Heydorn. 16 Do you see that?
17 Do you recognize that handwriting? 17 A. Yes.
18 A. Itlookslike my handwriting. 18 Q. Andit says "delete reference 25."
19 Q. And CF, that would be you? 19 Do you see that?
20 A. Yes 20 A. Yes
21 Q. ToBill Heydorn? 21 Q. So are those recommendations of
22 A. Yes 22 suggested changes to the study report for 94404?
23 Q. Andit's comments on 94404 study report? 23 MR. ROBERTS: Objection.
24 A. Yes 24 THEWITNESS: Yes.
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1 BY MR.BAUM: 1 MR. ROBERTS: Objection.
2 Q. Soyou were participating in making 2 THE WITNESS: | think -- | think | must
3 comments and changes to the study report for 94404, 3 have gotten this e-mail from Bill.
4 correct? 4 BY MR. BAUM:
5 MR. ROBERTS: Objection. 5 Q. Do you think it was produced in the
6 THEWITNESS: Certainly comments. | 6 ordinary course of Forest business?
7 don't know to what extent the comments or 7 MR. ROBERTS: Obj ection.
8 turned into changes. 8 THE WITNESS: Basicaly.
9 BY MR.BAUM: 9 BY MR. BAUM:
10 Q. But you suggested changes, correct? 10 Q. Allright. Sointhetop email it
11 A. Yes 11 says, "Anders, | am forwarding a memo relating to the
12 MR. BAUM: Okay. Let'sgo to Exhibit 8. 12 report on your pediatric study which was sent to your
13 (Document marked for identification as 13 team yesterday by Charlie Flicker and Bill Heydorn."
14 Flicker Deposition Exhibit No. 8.) 14 Do you see that?
15 BY MR. BAUM: 15 A. Yes
16 Q. Thisisan e-mail chain between lvan 16 Q. "Asyou areaware, thisis an extremely
17 Gergel, Bill Heydorn, | don't know how you pronounce 17 important report for Celexa asit is one of the two
18 this, Dorteor isit Dorte? 18 clinical efficacy reports that we will be submitting to
19 MS. KIEHN: Dorte. 19 satisfy our 6 month exclusivity requirement.”
20 BY MR. BAUM: 20 Do you see that?
21 Q. Dorte Thudium and another unidentified 21 A. Yes.
22 Lundbeck employee by the name probably Anders, 22 Q. Doesthat refresh your recollection at
23 Agpe@L undbeck.com dated March 2nd through March 8, 2002 |23 gl that both studies were involved with getting the
24 regarding 94404 report comments. 24 six-month exclusivity?
Page 103 Page 105
1 Do you know who Dorte Thudium is? 1 MR. ROBERTS: Objection.
2 A. | recal that there was a Lundbeck 2 THE WITNESS: WEéll, no, it doesn't
3 employee by that name. 3 refresh my recollection. Asl stated, | had
4 Q. Andif you look part way down the page, 4 the impression that we only needed to do one
5 you'll seethat Bill Heydorn sent to Dorte Thudiumand | 5 study, so | was confused on that.
6 cc'd to you an e-mail that he forwarded to Dorte 6 BY MR. BAUM:
7 Thudium. 7 Q. Doyou have any reason to doubt what
8 Do you seethat? Your nameisright 8 Mr. Gergel -- Dr. Gergel is saying here?
9 there. 9 MR. ROBERTS: Objection.
10 A. ToDorte. 10 THE WITNESS: No.
11 Q. Just above Dear Dorte, do you see your 11 BY MR. BAUM:
12 name? 12 Q. "Webelievethat the changesto the
13 A. Yeah 13 report detailed in the attached memo are very important
14 Q. Okay. SowhoisDorte Thudium? 14 and may have significant bearing on the acceptability
15 A. Shewasan employeeor at least 15 of the report as 'interpretable’ by the FDA."
16 representative of Lundbeck. 16 Do you see that?
17 Q. Okay. Didyou have any contact with 17 A. Yes.
18 her? 18 Q. Doyou recall there being some concern
19 A. Notthat | recal. 19 about 94404's results being interpretable?
20 Q. Only through these email chains? 20 MR. ROBERTS: Objection.
21 A. Notthat | recall. 21 THE WITNESS: | don't know if
22 Q. Do you have any reason to doubt that you 22 interpretable would be the word | would use.
23 wereinvolved with and received or sent e-mailsrelated (23 BY MR. BAUM:
24 tothise-mail chain? 24 Q. Wadll, you see herethat Dr. Gergel did?
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1 A. Yes 1 Q. Doyou agreethat the changes
2 Q. Do you know that interpretable was a 2 recommended by you and the Forest team would have a
3 technical word that had something to do with whether or | 3 significant bearing on the study 94404 results being
4 not the study was useful for getting the exclusivity 4 interpretable?
5 extension? 5 MR. ROBERTS: Objection.
6 MR. ROBERTS: Objection. 6 THE WITNESS: Again, interpretableis so
7 THE WITNESS: Y ou know, my recollection 7 vague, | can't really answer that.
8 isrefreshed that that was the criterion for 8 BY MR.BAUM:
9 the exclusivity, that apparently it was two 9 Q. Well, doyourecall beinginvolvedin
10 studies, not one and that the two studies 10 making sure that the 94404 results were interpretable?
11 needed to be interpretable. 11 MR. ROBERTS: Objection.
12 BY MR. BAUM: 12 THE WITNESS: No.
13 Q. Andthat Dr. Gergdl is saying here that 13 BY MR. BAUM:
14 changes need to be made in order for the study to be 14 Q. Doesthisindicate that you were
15 viewed asinterpretable. 15 involved with making sure that the 94404 results were
16 Do you see that? 16 interpretable?
17 MR. ROBERTS: Objection. 17 MR. ROBERTS: Objection.
18 THE WITNESS: Wéell, he thinks they have 18 THE WITNESS: This suggeststo me
19 significant bearing. 19 that -- and based on the other sheet of the
20 BY MR. BAUM: 20 comments that | provided, suggests to me that |
21 Q. And hethought that your suggestions 21 was involved in an effort to improve the
22 would have a significant bearing, correct? 22 quality of the 94404 report.
23 MR. ROBERTS: Objection. 23 BY MR. BAUM:
24 THE WITNESS: He does say that the 24 Q. Andtomakeit interpretable?
Page 107 Page 109
1 source of the input was from Flicker and 1 MR. ROBERTS: Objection.
2 Heydorn, yeah. 2 THE WITNESS: It would appear that [van
3 BY MR. BAUM: 3 at least was concerned about the
4 Q. And then he says, "I should be very 4 interpretability issue.
5 grateful for your support in ensuring that the changes 5 BY MR. BAUM:
6 are made." 6 Q. Andthat your suggested changes would
7 Do you see that? 7 affect the interpretability, correct?
8 A. Yes 8 MR. ROBERTS: Objection.
9 Q. Do you know who Andersisor was? 9 THE WITNESS: That's what he thought.
10 A. Anderswas asenior executive or a 10 BY MR. BAUM:
11 senior employee at Lundbeck. 11 Q. Didyou think that too?
12 Q. Do you know whether your changes were, 12 MR. ROBERTS: Objection.
13 infact, implemented? 13 THE WITNESS: | don't know.
14 MR. ROBERTS: Objection. 14 BY MR. BAUM:
15 THE WITNESS: No. 15 Q. Youdon'trecall?
16 BY MR. BAUM: 16 A. | recall that 94404's design had
17 Q. Do you agree that the changes you 17 problems.
18 recommended might have -- you and the Forest team 18 Q. That might have interfered with its
19 recommended would have had a significant bearing on the |19 being interpretable?
20 study 94404 results being interpretable? 20 MR. ROBERTS: Objection.
21 MR. ROBERTS: Objection, callsfor 21 THE WITNESS: That could have undermined
22 speculation. 22 the validity of the study.
23 THE WITNESS: Could you repeat that. 23 BY MR. BAUM:
24 BY MR. BAUM: 24 Q. Okay. If youlook at acouple pagesin
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1 tothise-mail chain, there's an attachment. Do you 1 BY MR. BAUM:
2 recall having reviewed any material like this when you 2 Q. Didyou convey the results of 94404 to
3 wereworking at Forest related to 94404? 3 Mary Prescott?
4 MR. ROBERTS: Objection, and the 4 MR. ROBERTS: Objection.
5 attachment you're saying starts at 19160; is 5 THE WITNESS: | don't know.
6 that what you're think -- 6 BY MR. BAUM:
7 MR. BAUM: Yes. 7 Q. Didyou withhold them for any reason?
8 THE WITNESS: No. 8 MR. ROBERTS: Objection.
9 BY MR. BAUM: 9 THE WITNESS: No.
10 Q. From theselast three documents we just 10 BY MR. BAUM:
11 went over, isit clear to you now that you knew of the 11 Q. Wasthereany -- would there have been
12 resultsfrom 94404 by at least July of 20017 12 any reason for you to have not conveyed those to them?
13 MR. ROBERTS: Objection. 13 MR. ROBERTS: Objection, callsfor
14 THE WITNESS: How do you know that? 14 speculation.
15 BY MR. BAUM: 15 THE WITNESS: Was there areason for me
16 Q. Wadll, thefirst one | showed you was 16 to not tell Mary Prescott about 944047
17 dated July 2001. If you go back to Exhibit, | think, 17 BY MR. BAUM:
18 6. 18 Q. Right.
19 A. Okay. 19 A. If she asked me about it?
20 Q. No, no, it'sactualy 5, sorry. Go back 20 Q. Wadll, you were communicating to her
21 tob. 21 about the results of studies, CIT-MD-18, on an
22 Each of these cover atime period 22 adolescent and child population. Do you think it would
23 between July 16, 2001 and March 8, 2002. Do you seeat |23 have been important to convey to her also the results
24 thetop of Exhibit 5 it says July 16, 2001. 24 of 94404?
Page 111 Page 113
1 A. Yes 1 MR. ROBERTS: Objection,
2 Q. And thisiswhen word conveyed that the 2 mischaracterizes testimony.
3 results were negative, and then the next ones coming 3 THE WITNESS: Yeah, | don't think that
4 up-- 4 would be the type of conversation | would have
5 MR. ROBERTS: Objection. 5 with Mary Prescott.
6 BY MR. BAUM: 6 BY MR. BAUM:
7 Q. -- weredrafts of the study report for 7 Q. What type of conversation would you have
8 94404. 8 with Mary Prescott?
9 Do you see that, Exhibit 6? 9 MR. ROBERTS: Objection, callsfor
10 A. Yeah 10 speculation.
11 Q. Allright. Sowhat | wanted to find -- 11 THE WITNESS: Y ou know, if her company
12 ask you isisthat based on these documents, by this 12 were generating slides, then | would get them
13 time frame between July 16, 2001 and March 8, 2002, you |13 data.
14 were aware of the results of 94404, correct? 14 BY MR. BAUM:
15 MR. ROBERTS: Objection. 15 Q. Soincluded in that data, would you not
16 THE WITNESS: As| said, my recollection 16 want to include both positive and the negative data?
17 isthat | thought that 944 had been completed 17 MR. ROBERTS: Objection, callsfor
18 far earlier, but in seeing these doc -- | don't 18 speculation.
19 doubt the authenticity of these documents. 19 THE WITNESS: You know, | did not make
20 BY MR. BAUM: 20 any determinations about what general projects
21 Q. Okay. Did you convey the results of 21 Mary Prescott worked on.
22 94404 to Dr. Wagner? 22 BY MR. BAUM:
23 MR. ROBERTS: Objection. 23 Q. What about Dr. Wagner?
24 THE WITNESS: | don't know. 24 MR. ROBERTS: Objection.
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1 THE WITNESS: Dr. Wagner isanice lady. 1 BY MR. BAUM:
2 BY MR. BAUM: 2 Q. Didyou have anything to do with making
3 Q. Didyou convey the negative results of 3 surethat the study protocol for Study 18 was followed?
4 94404 to Dr. Wagner? 4 MR. ROBERTS: Objection.
5 MR. ROBERTS: Objection. 5 THE WITNESS: Wéll, not that |
6 THE WITNESS: | don't know. 6 specifically recollect.
7 BY MR. BAUM: 7 BY MR. BAUM:
8 Q. What'sastudy protocol? 8 Q. Doyou recal having been involved with
9 A. What isastudy protocol? 9 drafting the protocol for CIT-MD-18?
10 Q. Yesh 10 A. Based on documents | saw yesterday.
11 A. It'sadocument that details how a study 11 Q. I'mgoing to hand you what we're marking
12 should be -- how a particular study isto be conducted. 12 asExhibit 9.
13 Q. Isit necessary for the conduct of a 13 (Document marked for identification as
14 clinical trial? 14 Flicker Deposition Exhibit No. 9.)
15 A. For astudy -- certainly for astudy 15 BY MR. BAUM:
16 conducted under the auspices of the FDA to be submitted |16 Q. Whichissome of the protocol for MD-18.
17 tothe agency. 17 If you flip over to the -- it's dated September 1,
18 Q. Why isit necessary for the conduct of a 18 1999.
19 clinical trial? 19 Do you see that, right there?
20 MR. ROBERTS: Objection. 20 A. Okay.
21 THE WITNESS: That's alittle deep, but 21 MR. ROBERTS: And let the record reflect
22 can you repest the question? Why is a study 22 that it's part of alarger production that's
23 protocol necessary? 23 dated April 2nd, 2002. It'san excerpt from
24 MR. BAUM: Right. 24 that.
Page 115 Page 117
1 MR. ROBERTS: Objection. 1 BY MR. BAUM:
2 THE WITNESS: I'd say that it's designed 2 Q. Yeah, thisisan excerpt from the study
3 to ensure consistent conduct of the study 3 report itself that was dated April 8, 2002. Thisis
4 and -- consistent documented conduct of the 4 the protocol for CIT-MD-18, correct?
5 study. 5 A. | don't dispute that.
6 BY MR. BAUM: 6 Q. Okay. Solet'sgo to the next page. It
7 Q. Was Forest expected to follow the study 7 says, "Final Protocol Authorization Sign-off Sheet."
8 protocol for study CIT-MD-18? 8 Do you see that?
9 MR. ROBERTS: Objection. 9 A. Yes.
10 THE WITNESS: Wéll, usudly it'sthe 10 Q. Andit was submitted by Paul Tiseo.
11 investigators who are supposed to follow the 11 Do you see that?
12 study protocol. The study protocol is given to 12 A. Yes
13 the investigators, and they follow the study 13 Q. Hewasthe associate medical
14 protocol. 14 director-CNS, medical monitor.
15 BY MR. BAUM: 15 Do you see that?
16 Q. Andwhat did Forest have to do with 16 A. Yes
17 seeing to it that the protocol was followed? 17 Q. Then the next one underneath that says
18 MR. ROBERTS: Objection, just like to 18 authorized by Charles Flicker, that was you, correct?
19 state the witness is not an expert. 19 A. Yes
20 THE WITNESS: The monitors monitored the |20 Q. Anditsaid you were senior medical
21 study to ensure that -- there are study 21 director-CNS.
22 monitors who visit the site and ensure that 22 Do you see that?
23 it's being conducted in accordance with the 23 A. Yes
24 protocol. 24 Q. Doesthat refresh your recollection you
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1 were asenior medical director of the CNSdepartment at | 1 A. Yes.
2 some point in Forest? 2 Q. What was your involvement?
3 A. No, | told you that already. 3 A. Whatever they had to do for our studies
4 Q. | thought you disputed that you werein 4 interms of filings to the FDA or communications.
5 the CNS section? 5 Q. Part of your job was to make sure there
6 A. Oh, no, it wasn't a CNS department. 6 was accurate and truthful information conveyed to the
7 Q. What does this mean senior medical 7 FDA?
8 director-CNS? 8 MR. ROBERTS: Objection.
9 A. | wasinlvan'sdepartment, clinical 9 THE WITNESS: | don't know that it was
10 research, and CNS -- that was my title, but CNS 10 in awritten job description, but | would say
11 wasn't -- was it aseparate depart -- | don't even 11 yes.
12 know. 12 BY MR. BAUM:
13 Q. Allright. It doesn't matter. 13 Q. If the protocol weren't followed, would
14 A. | believeclinical researchwasa 14 that invalidate the results of the study, or could it
15 department and CNS was a division within that 15 invalidate the results of the study?
16 department. 16 MR. ROBERTS: Objection.
17 Q. Okay. Soyou were maybe asenior 17 THE WITNESS: If the protocol is not
18 medical director within the CNS division? 18 followed, could it invalidate the results of
19 MR. ROBERTS: Objection. 19 the study? Yes, it possibly could.
20 THE WITNESS: | would have been senior 20 BY MR. BAUM:
21 medical director of the CNS group or division 21 Q. And the placebo effect and observer bias
22 within the clinical research department. 22 require an experiment to use a double-blind protocol
23 Q. Okay. Andyou see Lawrence Olanoff 23 and acontrol group, correct?
24 there? 24 MR. ROBERTS: Objection.
Page 119 Page 121
1 A. | seehisname and signature, yeah. 1 THE WITNESS: Why are you saying you
2 Q. Do yourecal hisbeing involved with 2 need a double-blind control group?
3 MD-18? 3 BY MR. BAUM:
4 A. Waédll, no, | mean -- no, | don't directly 4 Q. Toavoid placebo effect, rule out
5 remember hisinvolvement. 5 placebo effect and observer bias?
6 Q. Do you have any reason to dispute that 6 MR. ROBERTS: Objection.
7 hewasinvolved, based on his having signed off onthe | 7 THE WITNESS: | mean, yes, you're saying
8 protocol sheet? 8 to the extent that you need to demonstrate,
9 A. No. 9 that you wish to demonstrate the drug effect is
10 Q. And lvan Gergel, do you recall his being 10 above and beyond the placebo effect, yes.
11 involved with MD-18? 11 BY MR. BAUM:
12 A. Again, not directly, but having seen 12 Q. Wasthe protocol for Study 18
13 that last memo, | mean, yeah, sure, he was. 13 double-blind procedure?
14 Q. AndDr. Lakatos, isthat right, Edward 14 A. Wasthe protocol --
15 Lakatos, do you recall him? 15 Q. Yes
16 A. lrecdl him. 16 A. --wasthedesign of the study? It was
17 Q. Do you know what his job was? 17 adouble-blind study, yes.
18 A. Hewashead -- head of the stats group. 18 Q. Do you know who was responsible for the
19 Q. Okay. And Keith Rotenberg, do you 19 overall conduct of study MD-18?
20 recall working with him on MD-18? 20 MR. ROBERTS: Objection.
21 A. OnMD-18, no, but | remember he was head |21 THE WITNESS: Well, Paul Tiseo wasthe
22 of regulatory. 22 lead clinician.
23 Q. Okay. You had someinteraction with 23 BY MR. BAUM:
24 regulatory affairs? 24 Q. What was hisrole with respect to

ol kow Technol ogi es,

I nc.

Page 31 (118 - 121)






Charl es Flicker,

Ph. D.

Page 122

Page 124

1 CIT-MD-18 before he left Forest? 1 Q. Wadl, there's the protocol and then the
2 A.  Wadll, | now seethat he had a primary 2 study report. Let's back up.
3 rolein generating the protocol, and what about 3 When you signed off on the study report,
4 documents I've seen yesterday? He was obviously 4 did you -- were you affirming the accuracy of its
5 involved in the -- in the oversight of the running of 5 contents?
6 the study. 6 MR. ROBERTS: Objection, lacks
7 MR. BAUM: Let's go to the next exhibit, 7 foundation.
8 Exhibit 10. 8 THEWITNESS: Yeah.
9 (Document marked for identification as 9 BY MR. BAUM:
10 Flicker Deposition Exhibit No. 10.) 10 Q. Do you recal drafting any portions of
11 BY MR. BAUM: 11 the protocol?
12 Q. Whichisan e-mail with an attachment 12 THE WITNESS: Objection. I'mlosing
13 from Irene Stockman dated April 10, 2002 and was sent 13 track of this refreshing recollection
14 to Robert Ashworth, Im Abramowitz and Marcelo Gutierrez |14 reflecting.
15 and it'scc'd to you and Bill Heydorn. 15 MR. ROBERTS: If there's any documents
16 Do you see that? 16 that you saw yesterday. So if you saw this
17 A. Yes 17 document yesterday and it refreshed your
18 Q. Andit says, "Find attached the final 18 recollection, you can answer a question.
19 sign-off copy of citalopram pediatric study 18. The 19 THE WITNESS: | could answer it
20 sign-off sheet will be circulated to Harborshide 20 according to my refreshed recollection?
21 shortly; please sign and return to me shortly." 21 MR. ROBERTS: According to your
22 Do you see that? 22 refreshed recollection, yes, but if it's
23 A. Yes 23 something that Kristin and | talked to you
24 Q. Do yourecall signing off on the study 24 about, that's different, then you can't answer.
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1 report for MD-18? 1 THE WITNESS: Oh, okay. Yeah, | saw
2 A. No. 2 documents yesterday that refresh my
3 Q. Do you have any reason to doubt that you | 3 recollection that | did work on the protocol --
4 did sign off on it? 4 protocol ?
5 MR. ROBERTS: Objection. 5 BY MR. BAUM:
6 THE WITNESS: Very little. 6 Q. Protocol and the study report, correct?
7 BY MR. BAUM: 7 A. Both.
8 Q. Does--doyourecdl that CIT-MD-18 was | 8 MR. ROBERTS: Objection.
9 amultisite clinical trial? 9 BY MR. BAUM:
10 MR. ROBERTS: Objection. 10 Q. And do you recall what your input was to
11 THEWITNESS: Yes. 11 the protocol?
12 BY MR. BAUM: 12 A. No.
13 Q. Andwas each site expected to follow the |13 Q. Let'sgo back to Exhibit 9 just for a
14 study protocol? 14 minute.
15 MR. ROBERTS: Objection. 15 MR. ROBERTS: The protocol?
16 THE WITNESS: Yes. 16 MR. BAUM: Yeah.
17 BY MR. BAUM: 17 BY MR. BAUM:
18 Q. When you signed off on the protocol, 18 Q. If you go to the synopsis, which islike
19 were you affirming the accuracy of its contents? 19 thethird pagein, see under evaluation?
20 MR. ROBERTS: Objection. 20 MR. ROBERTS: Y ou mean Page 1.
21 THE WITNESS: What do you mean by 21 BY MR. BAUM:
22 "accuracy"? Oh, you mean the study report, you |22 Q. Yes, Page 1 of protocol, which is Page
23 mean the study report? 23 313 of the study report, and it's about the third page
24 BY MR. BAUM: 24 in, it'sunder Synopsis.
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1 Do you see that? 1 Scale (CGAS).
2 A.  Mm-hmm. 2 Do you see that?
3 Q. Andthen under Synopsisthere's 3 A. Yes
4 evauations. 4 Q. Werethoseall secondary efficacy
5 Do you see that? 5 measuresfor CIT-MD-18?
6 A. Yes 6 A. That appearsto be the case.
7 Q. Andit saysthere'sadiagnosisfor 7 Q. Did you have any involvement with
8 kiddie schedule for affective disorders and 8 choosing which ones were going to be used?
9 schizophrenia - present and lifetime. 9 A. Yes
10 Do you see that? 10 Q. What was your involvement?
11 A. Yes. 11 A. Iltwasavery -- it wasavery active
12 Q. Wasthat like adiagnosis was required 12 area, and there were alot of considerations that went
13 to have amajor depression disorder for achild in 13 into selecting the efficacy measures. | don't recall
14 order to beinthistria? 14 exactly, but there were the optimal efficacy measure --
15 MR. ROBERTS: Objection. 15 as| recollect, the optimal measure to use in these
16 THE WITNESS: | haveto look at the -- | 16 studies had not been established. | think the CDRS was
17 mean, there was a study in depressed children. 17 relatively new, but it was -- it appeared to be
18 What the exact diagnosis required? | believe 18 emerging as the optimal measure to use in such trials.
19 it was major depressive disorder. 19 Q. What was the purpose of having secondary
20 BY MR. BAUM: 20 outcome measures?
21 Q. Yeah, if you look up at the objective on 21 A. Partof itwashistorical. Certainly in
22 that same page, right up here, "The objective of this 22 the case of the K-SADS, which had been -- the K-SADS
23 study isto evaluate the safety and efficacy of 23 and | believe also the CGAS had been -- | think they
24 citalopram in children and adolescent outpatients (7-11 |24 might have been -- very likely were used in the
Page 127 Page 129
1 and 12-17 years of age, respectively), diagnosed with 1 Lundbeck trial, maybe as the primaries. So since the
2 major depressive disorder." 2 CDRSwas relatively new, my impression is, as best |
3 Do you see that? 3 recollect isthat the K-SADS and the CGAS, even though
4 A. Yes 4 they were being -- had been deemed as to be less useful
5 Q. Allright. So doesthat refresh your 5 measures, might have been kept in there for the sake of
6 recollection that this was addressing children with -- 6 continuity.
7 and adolescents with major depressive disorder? 7 Q. Werethe primary and secondary efficacy
8 MR. ROBERTS: Objection. 8 evaluations the protocol specified outcome measures by
9 THE WITNESS: Yes. 9 which the study drug citalopram was determined to be
10 BY MR. BAUM: 10 successful or unsuccessful compared with placebo?
11 Q. Okay. And that the primary efficacy 11 MR. ROBERTS: Objection.
12 measure was going to be the Children's Depression 12 THE WITNESS: What are you asking?
13 Rating Scale - Revised. 13 BY MR. BAUM:
14 Do you see that? 14 Q. Werethese primary and secondary
15 A. Yes 15 efficacy evaluations the protocol specified outcome
16 Q. And that there were some secondary 16 messures by which the study drug citalopram was
17 efficacy measures, the Clinical Global Impression (CGIl) |17 determined to be successful or unsuccessful compared
18 - Severity and Improvement subscales. 18 with placeboin CIT-MD-18?
19 Do you see that? 19 MR. ROBERTS: Objection.
20 A. Yes 20 THE WITNESS: | would say yes.
21 Q. Andthe K-SADS-P (depression module). 21 BY MR.BAUM:
22 Do you see that? 22 Q. Canyou explain how efficacy of the
23 A.  Mm-hmm. 23 study drug versus placebo is demonstrated by an outcome
24 Q. Andthe Children's Global Assessment 24 measure?
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1 A. How isefficacy demonstrated relative to 1 BY MR. BAUM:
2 placebo? 2 Q. Doyou recall what the P-value normally
3 Q. Yes. 3 was used for determining significance?
4 MR. ROBERTS: Objection. Areyou asking | 4 MR. ROBERTS: Objection.
5 generally or specific to the study? 5 THE WITNESS: Wéll, classicaly, the
6 MR. BAUM: Okay. You're going to have 6 nominal P-valueis .05.
7 to stop coaching. | asked my question, and 7 BY MR. BAUM:
8 he's thinking about answering. 8 Q. And needsto -- the difference needs to
9 MR. ROBERTS: I'mjust trying to get a 9 belessthan .05?
10 clear record. 10 MR. ROBERTS: Objection.
11 MR. WISNER: Hedidn't express any 11 THE WITNESS: Sometimes less than,
12 confusion. 12 sometimes less than or equal.
13 THE WITNESS: Could you repeat the 13 BY MR. BAUM:
14 question. 14 Q. Okay. If youtakealook at Page 318
15 BY MR. BAUM: 15 under subheading "6. Study Design and Duration," it
16 Q. Canyou explain how efficacy of a study 16 sayshere, "A total of 160 patients will be randomized
17 drug versus placebo is demonstrated by an outcome 17 to double-blind treatment."
18 measure? 18 Do you see that at the bottom -- the
19 MR. ROBERTS: Objection. 19 Jast sentence under the first paragraph under
20 THE WITNESS: Usudly, basicaly, an 20 subheading 67
21 outcome assessment is made at baseline and at 21 A. Yes.
22 the end of the study and to look -- and the 22 Q. Was 160 the number needed to power the
23 change from baseline in the active group is 23 study?
24 compared to the change from baselinein the 24 MR. ROBERTS: Objection.
Page 131 Page 133
1 placebo group. 1 THE WITNESS: It'slikely that a power
2 BY MR. BAUM: 2 analysis was conducted.
3 Q. Andwhat determines whether or not it 3 BY MR. BAUM:
4 was successfully demonstrated? 4 Q. Do you think that the 160 was the number
5 MR. ROBERTS: Objection. 5 they arrived at?
6 THE WITNESS: Whether the differencewas | 6 MR. ROBERTS: Objection.
7 successfully demonstrated is based on 7 BY MR. BAUM:
8 statistical analysis. 8 Q. Inorder to get astatistical
9 BY MR. BAUM: 9 significant number or outcome --
10 Q. Andthe statistical analysisinvolves 10 A. | would haveto assume.
11 whether or not the difference is statistically 11 Q. Okay. Do you recall whether MD-18 was
12 ggnificant? 12 powered to detect differencesin the efficacy of
13 MR. ROBERTS: Objection. 13 citalopram between children and adol escents?
14 THE WITNESS:. Yes. 14 MR. ROBERTS: Objection.
15 BY MR. BAUM: 15 THE WITNESS: No, | assume so.
16 Q. Andthat involves a P-value? 16 BY MR. BAUM:
17 MR. ROBERTS: Objection. 17 Q. Do you recal whether it was powered to
18 THE WITNESS: Ultimately, yes. 18 detect the efficacy of citalopram with children alone
19 BY MR. BAUM: 19 or with children and adol escents as a group?
20 Q. Andisthere aprespecified P-value that 20 MR. ROBERTS: Objection.
21 was arrived at with respect to MD-18? 21 THE WITNESS: | don't know.
22 MR. ROBERTS: Objection. 22 BY MR. BAUM:
23 THE WITNESS: Not that | know of, but 23 Q. What isthe difference between a primary
24 that seems likely. 24 and a secondary efficacy measure?
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1 A. | think there could be alot of 1 Q. What doesit mean for a patient to be
2 differences depending upon the context. | would say 2 unblinded?
3 the primary efficacy measureisthe onedesignatedas | 3 MR. ROBERTS: Objection.
4 the -- asthe measure that would be used to determine | 4 THE WITNESS: That's pretty difficult to
5 whether the outcome of the study was positive. The 5 say. | can give an example. If apatient
6 secondary efficacy measures provide supportive 6 were -- if a patient were receiving -- were
7 information. 7 told that they were receiving active medication
8 Q. Let'stakealook at Page 326 under 8 or apatient were told that they were receiving
9 Study Drug, Paragraph "9.1 Study Medication." 9 placebo medication, then that patient would be
10 Do you see that? 10 unblinded.
11 A. Yes 11 BY MR. BAUM:
12 Q. Itsayscitalopram (20 mg) and placebo 12 Q. What about with respect to the
13 medication will be supplied by Forest Laboratoriesas |13 investigators, if they were told what the patients were
14 film-coated, white tablets of identical appearance. 14 getting, would they be unblinded?
15 For the single-blind lead-in period, patients will be 15 MR. ROBERTS: Objection.
16 supplied with placebo tablets only. For the 16 THE WITNESS: If the investigator knew
17 double-blind treatment period, identically appearing 17 that what treatment the patient, an individual
18 tabletswill contain either 20 mg of citalopram or 18 patient was receiving, then | think it would be
19 placebo. Medication will be supplied in bottles 19 appropriate to say that the investigator had
20 containing either 10 tablets for the lead -- for the 20 been unblinded.
21 lead-in and for the -- excuse me. Medicationwill be |21 BY MR. BAUM:
22 supplied in bottles containing either 10 tablets for 22 Q. Wouldyou agreethat aclinica trial is
23 thelead-in and the first four weeks of double-blind 23 blinded if the participants are unaware on whether they
24 treatment or 40 tablets for remaining four weeks of the |24 arein the experimental or control arm of the study?
Page 135 Page 137
1 treatment period. 1 MR. ROBERTS: Objection.
2 Did | read that correctly? 2 THE WITNESS: That ispart and parcel,
3 A. Yes 3 that's part of unblinding of a study.
4 Q. Wasthisthe protocol specified 4 BY MR. BAUM:
5 procedure followed -- to be followed for CIT-MD-18? | 5 Q. And then blinding would also be extended
6 MR. ROBERTS: Objection. 6 totheinvestigator so that the patient observations
7 THE WITNESS: Apparently. 7 arelesslikely to be biased by their awareness of the
8 BY MR. BAUM: 8 treatment the patient is receiving, correct?
9 Q. Wasit followed? 9 MR. ROBERTS: Objection.
10 MR. ROBERTS: Objection. 10 THE WITNESS: The investigator should
11 THE WITNESS: | believe so. 11 not know what treatment the patient is
12 BY MR. BAUM: 12 receiving. That's part of the blinding.
13 Q. Let'stakealook at Page 328 under "9.7 13 BY MR. BAUM:
14 Unblinding Procedures." 14 Q. Sowould you agree that if astudy does
15 Do you see that? 15 not follow the unblinding procedures, as specified in
16 A. Yes 16 the study protocol, then the study cannot be considered
17 Q. What doesit mean for astudy to be 17 arandomized, placebo-controlled trial?
18 unblinded? 18 MR. ROBERTS: Objection,
19 MR. ROBERTS: Objection. 19 mischaracterizes testimony.
20 THE WITNESS: A study is unblinded at 20 THE WITNESS: Could you read that again.
21 the end, when the code is broken and the 21 BY MR. BAUM:
22 treatment groups that the patients belong to 22 Q. Wouldyou agreethat if a study does not
23 areidentified. 23 follow the unblinding procedures, as specified in the
24 BY MR. BAUM: 24 study protocol, then the study could not be considered
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Page 138
arandomized, placebo-controlled trial ?

MR. ROBERTS: Objection,
mischaracterizes testimony.

THE WITNESS: No, it would still bea
randomized, placebo-controlled trial. It might
undermine the validity of the study.

BY MR. BAUM:
Q. If youinclude data from patients who
were unblinded in an analysis of efficacy inaclinical

© 0O N O g b~ W N P

Page 140

aparticular situation, and it's not clear

whether it's referring -- whether the

subsequent statement is referring exclusively

to that particular situation or to any kind of

unblinding.
BY MR. BAUM:

Q. Doyou think that any kind of unblinding
would invalidate the results if those results were
included in the efficacy analyses?

10 trial, doesthat not corrupt the integrity of the 10 MR. ROBERTS: Objection.
11 clinical trial results? 11 THE WITNESS: It could undermine the
12 MR. ROBERTS:. Objection, callsfor 12 validity of the results.
13 speculation. 13 BY MR. BAUM:
14 THE WITNESS: Inclusion of an unblinded |14 Q. Soit'simportant to know whether or not
15 patient? 15 you've got some unblinded patients or investigators,
16 BY MR. BAUM: 16 correct?
17 Q. Right. 17 MR. ROBERTS: Objection.
18 A. Could undermine the validity of the 18 THE WITNESS: Yes.
19 study results. 19 BY MR. BAUM:
20 Q. And that would corrupt the integrity of 20 Q. Soif something were to happen that
21 theclinica trial results? 21 would cause the blind to be broken for any reason,
22 MR. ROBERTS: Objection. 22 Forest Laboratories would have to have been notified
23 THE WITNESS: I'd say that wasapretty |23 immediately, correct?
24 strong statement. 24 MR. ROBERTS: Objection, calsfor
Page 139 Page 141
1 BY MR. BAUM: 1 speculation.
2 Q. Isittrueor not? 2 THE WITNESS: Weéll, that's what the
3 MR. ROBERTS: Objection. 3 protocol says, and that would be appropriate.
4 THE WITNESS: No. 4 BY MR. BAUM:
5 BY MR. BAUM: 5 Q. And you think it would be appropriate
6 Q. It doesn't corrupt it? 6 for any patient for whom the blind has been broken to
7 MR. ROBERTS: Objection. 7 beimmediately discontinued from the study and no
8 THE WITNESS: It underminesthe 8 further efficacy evaluations performed on them?
9 validity. 9 MR. ROBERTS: Objection,
10 BY MR. BAUM: 10 mischaracterizes the document.
11 Q. Okay. Sogoing down in that subsection, 11 THE WITNESS: Asl said, | mean, that's
12 there's someitalicized wordsit says, "Any patient for |12 what the -- that's what the protocol reads.
13 whom the blind has been broken will immediately be |13 BY MR. BAUM:
14 discontinued from the study and no further efficacy 14 Q. Okay. If apatient were unblinded
15 evaluations will be performed.” 15 during the course of aclinical trial, would you
16 Do you see that? 16 consider that to be aminor or amajor protocol
17 A. Uh-huh. 17 violation?
18 Q. And that was the protocol unblinding 18 MR. ROBERTS: Objection, calsfor
19 procedure, correct? 19 speculation.
20 MR. ROBERTS: Objection, 20 THE WITNESS: If one patient were
21 mischaracterizes the document. 21 unblinded or -- | mean, isit a protocol
22 THE WITNESS: Yeah, it'salittle 22 violation?
23 confusing. | mean, the language has been 23 BY MR. BAUM:
24 ambiguous because the paragraph above describes | 24 Q. Yes
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1 A. Yes, it'saprotocol violation. 1 MR. ROBERTS: Objection.
2 Q. If there was enough patients unblinded 2 THE WITNESS: -- were unblinded, it
3 to affect the P-value, would that be amajor or aminor | 3 would not be a double-blind study.
4 protocol violation? 4 BY MR. BAUM:
5 MR. ROBERTS: Objection, callsfor 5 Q. Okay. Would the patient --
6 speculation. 6 A. Oritwould be aninvalid double-blind
7 THE WITNESS: Can you repeat the 7 study.
8 question. 8 Q. Okay. Were any of the patientsin study
9 BY MR. BAUM: 9 MD-18 unblinded?
10 Q. If there were enough patients unblinded 10 MR. ROBERTS: Objection.
11 to affect whether or not the P-value was significant or |11 THE WITNESS: Well, based on material |
12 insignificant, would that be amajor or a minor 12 saw yesterday?
13 protocol violation? 13 BY MR. BAUM:
14 MR. ROBERTS: Objection, calsfor 14 Q. VYes
15 Speculation. 15 A. | saw materia yesterday indicating that
16 THE WITNESS:. Yeah, | don't know that -- |16 there was potentially unblinding information.
17 it sounds asif you're making adirect 17 Q. Doyourecall addressing CIT-MD-18
18 connection between the P-value and the 18 patients being unblinded at the time you were working
19 unblinding. | don't know if | can answer that. 19 at Forest?
20 BY MR. BAUM: 20 MR. ROBERTS: Objection.
21 Q. Well, if there are enough patients 21 THE WITNESS: No.
22 unblinded to affect the P-value, would that beamajor |22 BY MR. BAUM:
23 or aminor protocol violation? 23 Q. You have no recollection of it?
24 MR. ROBERTS: Objection, callsfor 24 MR. ROBERTS: Objection.
Page 143 Page 145
1 speculation. 1 THE WITNESS: No.
2 THE WITNESS: Wéll, how do you know if 2 BY MR. BAUM:
3 the unblinding of the patient affects the 3 Q. Soyou don't have any recollection of
4 P-value? 4 any of the documents you were involved with authoring
5 BY MR. BAUM: 5 regarding that?
6 Q. I'masking you to answer my question. 6 MR. ROBERTS: Objection.
7 Can you answer my question? 7 THE WITNESS: Based on documents | saw
8 A. Okay. What's the question? 8 yesterday?
9 MR. ROBERTS: Objection. 9 BY MR. BAUM:
10 BY MR. BAUM: 10 Q. Wadll, did those documents refresh your
11 Q. If there were enough patients unblinded 11 recollection that you were involved with dealing with
12 to affect the P-value, would that be amajor or aminor |12 the unblinding problem --
13 protocol violation? 13 MR. ROBERTS: Objection.
14 MR. ROBERTS: Objection, callsfor 14 BY MR. BAUM:
15 Speculation. 15 Q. --with CIT-MD-18 patients?
16 THE WITNESS: The unblinding -- the 16 A. | didn't recall that there was an
17 unblinding of a patient is a protocol 17 unblinding issue with MD-18.
18 violation. Now, whether the -- in terms of the 18 Q. Did reviewing documents refresh your
19 number of patients who are unblinded and how 19 recollection there was one?
20 that relates to the magnitude of the protocol 20 MR. ROBERTS: Objection.
21 violation, | can't really answer that. 21 THE WITNESS: | don't know. They were
22 BY MR. BAUM: 22 -- they weren't inconsistent with my
23 Q. If it affected the P-value? 23 recollection, but they didn't -- none of
24 A. If dl the patientsin the study-- 24 those -- there was -- it was hew to me. |
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1 mean, it was believable with the documents | 1 BY MR. BAUM:
2 saw, but did | recall the incident? No. 2 Q. TheCDRSisthe primary efficacy
3 BY MR. BAUM: 3 variable?
4 Q. Okay. Doyourecal that Forest 4 A. Yes
5 Laboratories was notified of any unblinding in 5 Q. Andthat it'sthe measure at the end at
6 CIT-MD-18? 6 Week 8, correct?
7 MR. ROBERTS: Objection. 7 MR. ROBERTS: Objection.
8 THE WITNESS: No. 8 THE WITNESS: Did we discuss that
9 BY MR. BAUM: 9 previously?
10 Q. Do you have any reason to doubt that 10 BY MR. BAUM:
11 Forest was notified that there was some unblindings |11 Q. Wall, you mentioned that it was --
12 that occurred with respect to some of the patientsin |12 that -- yes, we did discuss that previously.
13 the CIT-MD-18? 13 Do you recall discussing that?
14 MR. ROBERTS: Objection, lacks 14 MR. ROBERTS: Objection.
15 foundation. 15 THE WITNESS: We talked about the change
16 THE WITNESS:. There was a problem with |16 from baseline. | don't recall talking about
17 the packaging. 17 Week 8.
18 BY MR. BAUM: 18 BY MR. BAUM:
19 Q. Whendid you find out about it? 19 Q. SoWeek 8isthe endpoint, correct?
20 MR. ROBERTS: Objection. 20 MR. ROBERTS: Objection.
21 THE WITNESS: Y esterday. 21 THE WITNESS: Week 8 isthe last visit
22 BY MR. BAUM: 22 of the study.
23 Q. That'sthefirst timeyou found out 23 BY MR. BAUM:
24 ghout it? 24 Q. So"theprimary efficacy variableisthe
Page 147 Page 149
1 MR. ROBERTS: Objection. 1 change from baseline CDRS-R score at Week 8," correct?
2 THE WITNESS: | would have to speculate 2 MR. ROBERTS: Objection.
3 to tell you when [ first found out about it. 3 THE WITNESS: According to the protocol,
4 BY MR. BAUM: 4 according to this part of the protocol.
5 Q. Approximately when did you first find 5 BY MR. BAUM:
6 out about it? 6 Q. Okay. Isthere something else you refer
7 MR. ROBERTS: Objection, callsfor 7 tothat would make it be a different point of the
8 speculation. 8 study?
9 THE WITNESS: Asl said, | don't recall 9 A. Just that it's -- that when they say at
10 ever finding out about it. 1've seen documents 10 Week 8, it's -- there are different -- the analyses --
11 that indicate that | did. 11 there are different types of analyses.
12 BY MR. BAUM: 12 Q. But they would not be the primary
13 Q. Allright. Let'sgoto Page 331. Under 13 outcome measure, correct?
14 heading "12.7 Sample Size Considerations.” 14 MR. ROBERTS: Objection.
15 Do you see that? 15 THE WITNESS: Based on what | saw
16 A. No. Okay. 16 yesterday, the primary outcome measure was the
17 Q. Andthereit says, "The primary efficacy 17 last observation carried forward analysis, so
18 variable isthe change from baselinein CDRS-R scoreat |18 that's not necessarily at Week 8.
19 Week 8." 19 BY MR.BAUM:
20 Do you see that? 20 Q. Sosome of the results might have been
21 A. Yes 21 from patients who dropped out of the study prior to
22 Q. Isthat -- and we discussed that afew 22 Week 8?
23 minutes ago, correct? 23 A. Yes
24 MR. ROBERTS: Objection. 24 Q. Andtheir scores would be carried
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1 forward to Week 8? 1 was the primary efficacy analysis.
2 A. Yes 2 BY MR. BAUM:
3 Q. And compiled with the other patients 3 Q. If youlook up to the paragraph just
4 resultsthat completed thetrial at Week 8, correct? 4 above under Efficacy Analyses, it says, primary
5 A. Yes 5 analyseswill be performed using the Last Observation
6 Q. Andthe primary efficacy measure would 6 Carried Forward approach. Inthese analyses, the last
7 betheresults of al of the patients, including the 7 observed value before the missing value will be carried
8 LOCF patients at Week 8, correct? 8 forward to impute the missing value?
9 MR. ROBERTS: Objection. 9 A. Yeah.
10 THE WITNESS: If you'retalking about an |10 Q. Youseethat?
1 LOCF anaysis. 11 A. Yeah.
12 BY MR. BAUM: 12 Q. Andthen, "If the missing value occurs
13 Q. Okay. So let'sgo back to the prior 13 a Week 1, the baseline value will be carried forward
14 page under Section 12.5.1, just flip it back to Page 14 to Week 1 provided at least one subsequent post
15 18. It says"Primary Efficacy Parameters.” 15 baseline assessment is available.”
16 Do you see that? 16 Do you see that?
17 A. Yes 17 A. Yes
18 Q. Andit says, "Change from baseline 18 Q. Andthen the next line says, the
19 CDRS-R score at Week 8 will be used asthe primary |19 observed cases approach will be used for supportive
20 efficacy parameter.” 20 analyses, where only observed values will be used for
21 Do you see that? 21 analyses.
22 A. Yes 22 Do you see that?
23 Q. Andtheit says, "descriptive statistics 23 A. Yes
24 will be calculated by visit." 24 Q. Sothat'sgoing to be -- the observed
Page 151 Page 153
1 Isthat what you were referring to? 1 caseswill bethe group of patients who actually finish
2 A. No. Regarding last observation carried 2 the study, and it would be an analysis of their results
3 forward? 3 at Week 8 when they finish the study, correct?
4 Q. Regarding statistics for prior -- for 4 MR. ROBERTS: Objection.
5 visitsprior to Week 8. 5 THE WITNESS: Or at least when they
6 MR. ROBERTS: Objection. 6 appeared at Week 8, yes.
7 THE WITNESS: No, that's not what | was 7 BY MR. BAUM:
8 referring to. 8 Q. Andthelast observation carried forward
9 BY MR. BAUM: 9 anaysiswould include both the observed cases results
10 Q. Oh, okay. All right. So but what | was 10 at Week 8 and the patients' results that occurred prior
11 referring to is that the measure of the primary 11 tothat carried forward to Week 8 for an analysis at
12 efficacy parameter was the change from baselineon CDRS |12 Week 8, correct?
13 between the change from baseline to Week 8, correct? 13 MR. ROBERTS: Objection.
14 MR. ROBERTS: Objection. 14 THE WITNESS: Yes, that would be my
15 THE WITNESS: That'swhat it says here. 15 understanding of the LOCF approach.
16 BY MR. BAUM: 16 BY MR.BAUM:
17 Q. Do you disagree with that? 17 Q. Okay. Soturning back to section 12.7
18 MR. ROBERTS: Objection. 18 on Page 19 it says here, "The primary efficacy variable
19 THE WITNESS: WEell, as| said, based on 19 isthe change from baseline in CDRS-R score at Week 8."
20 what | saw yesterday, it would appear to be at 20 Do you see that?
21 last observation carried forward analysis, 21 A. Yes
22 which is not every -- you know, it'sa 22 Q. Do you agree with that?
23 shorthand, | would say. | would describe this 23 MR. ROBERTS: Objection.
24 as ashorthand for what | -- what apparently 24 THE WITNESS: My understanding of the
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1 protocol isthat it's that variable using the 1 power the study for statistical significant purposes,
2 LOCF analysis, yes. 2 right?
3 BY MR. BAUM: 3 MR. ROBERTS: Objection, calsfor
4 Q. Okay. Andthen"Assuming an effect size 4 speculation.
5 (treatment group difference relative to pooled standard | 5 THE WITNESS: Yeah, | don't think -- you
6 deviation) of 0.5, a sample size of 80 patientsin each 6 know, | don't think the power analyses are that
7 treatment group will provide at least 85% power atan | 7 firm. | don't know to what extent 85% isthe
8 aphalevel of 0.05 (two-sided)." 8 level that's -- that's accepted.
9 Do you see that? 9 BY MR. BAUM:
10 A. Yes 10 Q. Wéll, herethe protocol is specifying
11 Q. Do you know what that means? 11 160 patients, correct?
12 MR. ROBERTS: Objection. 12 MR. ROBERTS: Objection.
13 THE WITNESS: | don't have a clear 13 THE WITNESS: Yes.
14 understanding of power analyses. 14 BY MR. BAUM:
15 BY MR. BAUM: 15 Q. And per this section of the protocol,
16 Q. Do you have ageneral concept of what 16 Week 8 was the endpoint for efficacy, correct?
17 that means? 17 MR. ROBERTS: Objection.
18 MR. ROBERTS: Objection. 18 THE WITNESS: Yes.
19 BY MR. BAUM: 19 BY MR. BAUM:
20 Q. Doesit mean that it needed 160 patients 20 Q. And measurements at Weeks 1, 2, 4 or 6
21 essentially to power the study to arrive at .05 21 would not be considered efficacy endpoints for study
22 two-sided P-value? 22 MD-18, right?
23 MR. ROBERTS: Objection. 23 MR. ROBERTS: Objection.
24 THE WITNESS: Yeah, | mean, my 24 THE WITNESS: Endpointsisaword that's
Page 155 Page 157
1 understanding of how power analysesresultsget | 1 used pretty loosely.
2 presented is that this would mean that, 2 BY MR. BAUM:
3 assuming that there is a significant difference 3 Q. What was the endpoint week for Study 18?
4 between the treatment groups, the analyses 4 MR. ROBERTS: Objection.
5 expects that there would be an 85% chancethat | 5 THE WITNESS: Endpoint week was Week 8.
6 that difference would be demonstrated at the 6 BY MR. BAUM:
7 .05 level. 7 Q. Okay. Anditwould beinconsistent with
8 BY MR. BAUM: 8 the protocol to suggest that positive results at weeks
9 Q. With 160 patients? 9 earlier than Week 8 indicated a positive trial outcome
10 MR. ROBERTS: Objection. 10 for MD-18, right?
11 THE WITNESS: Given that end, yeah. 11 MR. ROBERTS: Objection.
12 BY MR. BAUM: 12 THE WITNESS: No.
13 Q. Isthat correct? 13 BY MR. BAUM:
14 MR. ROBERTS: Objection. 14 Q. Soyou could measure the outcome
15 BY MR. BAUM: 15 differently than what the protocol says?
16 Q. SoaslongasMD-18 had 160 patients 16 MR. ROBERTS: Objection,
17 resultsin the equations, that was enough to power 17 mischaracterizes testimony.
18 datistically significant results? 18 THE WITNESS: Excuse me, no. You need
19 MR. ROBERTS: Objection. 19 to abide by the protocol to measure your
20 THE WITNESS: 160 patients were -- was |20 outcome.
21 what was deemed needed to meet this level of 21 BY MR. BAUM:
22 power. 22 Q. So attempting to measure the outcome by
23 BY MR. BAUM: 23 resultsat Weeks 1, 2, 4 or 6 would be inconsistent
24 Q. Andyou didn't need more than 160 to 24 with the protocol, correct?
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1 MR. ROBERTS: Objection. 1 like?
2 THE WITNESS:. Not at all. | mean, if 2 A. No. Theprimary efficacy variableis
3 you've got an effect at week 1, that's great. 3 important.
4 BY MR. BAUM: 4 Q. Why isitimportant?
5 Q. Allright. Well, isthat the 5 A. Becausethat's the predesignated main
6 prespecified endpoint? 6 basisfor reaching conclusions regarding the treatment
7 MR. ROBERTS: Objection. 7 effect.
8 THE WITNESS: Primary endpoint. 8 Q. Andfor MD-18 that was at Week 8,
9 BY MR. BAUM: 9 correct?
10 Q. Yeah, the primary endpoint? 10 MR. ROBERTS: Objection.
1 A. No, those -- 11 THE WITNESS: That was at Week 8 with
12 MR. ROBERTS: Objection. 12 last observation carried forward, yes.
13 THE WITNESS: Those visits are not 13 BY MR. BAUM:
14 primary. 14 Q. Thank you. Omitting the Week 8 result
15 BY MR. BAUM: 15 while highlighting positive results from earlier weeks
16 Q. Okay. That'swhat I'mtryingtogetat |16 would be inconsistent with the protocol and misleading,
17 isthat the outcome of thetrial is measured by the |17 wouldn'tit?
18 primary endpoint, correct? 18 MR. ROBERTS: Objection, lacks
19 MR. ROBERTS: Objection. 19 foundation.
20 THE WITNESS: Thetria hasaprimary |20 THE WITNESS: Omitting Week 8 from the
21 endpoint. 21 study?
22 BY MR. BAUM: 22 BY MR. BAUM:
23 Q. And the outcome of whether it's positive | 23 Q. Omitting the Week 8 result while
24 or negative is determined by the primary efficacy |24 highlighting positive results from the earlier weeks
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1 measure, correct? 1 would be inconsistent with the protocol and misleading,
2 MR. ROBERTS: Objection. 2 right?
3 THE WITNESS: Nominally. 3 MR. ROBERTS: Objection, lacks
4 BY MR. BAUM: 4 foundation, calls for speculation.
5 Q. What do you mean by "nominally"? 5 THE WITNESS: Yeah, I'm not clear at all
6 A. | think in the assessment of the study, 6 what you're saying.
7 dl the results are considered. 7 BY MR. BAUM:
8 Q. Sovyoulook at all of the results? 8 Q. Widll, if you highlighted the results
9 A. Yeah 9 that occurred at Weeks 1, 2, 4 and 6, without
10 Q. Butthe primary result is one that 10 mentioning what happened at Week 8, you would be
11 determines whether or not the FDA will acceptitasa |11 discussing results that were different than what the
12 positive or a negative outcome, correct? 12 protocol called for as the primary endpoint for MD-18?
13 MR. ROBERTS: Objection, lack of 13 MR. ROBERTS: | renew my objection.
14 foundation. 14 THE WITNESS: So now you're talking
15 THE WITNESS: You know, | can't offhand |15 about the study report?
16 think of specific examples, but | don't know 16 BY MR.BAUM:
17 that their thinking is quite that rigid. 17 Q. Study report, the manuscript, posters,
18 BY MR. BAUM: 18 anything that's discussing and focusing on the Weeks 1,
19 Q. Soitdoesn't matter what the primary 19 2,4 and 6 asif they'reindicative of whether the
20 efficacy outcome was; is that what you're saying? 20 trial is positive or not would be inconsistent with the
21 MR. ROBERTS: Objection, 21 protocol saying that Week 8 is the point of where you
22 mischaracterizes his testimony. 22 make that determination, correct?
23 BY MR. BAUM: 23 MR. ROBERTS: Objection, lacks
24 24 foundation, calls for speculation.

Q. You can go pick whatever outcome you
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1 THE WITNESS: WEéll, are you saying the 1 dose of double-blind study medication.”
2 study report did not provide Week 8 results? 2 Do you see that?
3 BY MR. BAUM: 3 A. Yes
4 Q. I'mnot saying that. 4 Q. And next one down, 12.2.3,
5 I'm saying that if awriting wereto 5 Intent-to-Treat population, the intent-to-treat
6 focusonthel, 2-- Weeks 1, 2, 4 and 6 results 6 population (ITT) -- the intent-to-treat (ITT)
7 without stating what the Week 8 results, that would be 7 population will consist of al patientsin the safety
8 misleading with respect to what the endpoint was of 8 population who complete at |east one post-baseline
9 Week 8? 9 efficacy evaluation of the primary efficacy variable.
10 MR. ROBERTS: Objection, callsfor 10 Do you see that?
11 speculation. 11 A. Yes
12 THE WITNESS: | would say it would be 12 Q. That'stheintent-to-treat population,
13 important to also provide the Week 8 results. 13 right?
14 MR. BAUM: Okay. We have atape thing 14 MR. ROBERTS: Objection.
15 we need to do? 15 THE WITNESS: That's the intent-to-treat
16 THE VIDEOGRAPHER: We have another ten |16 population as defined here in the protocol,
17 minutes. 17 yesh.
18 MR. BAUM: Oh, okay. 18 BY MR. BAUM:
19 MR. ROBERTS: You want to keep going for |19 Q. Okay. And doestheintent-to-treat
20 another ten minutes. 20 population apply to arandomized blinded population for
21 MR. BAUM: Yeah. 21 MD-18?
22 MR. ROBERTS: Areyou good to go for 22 A. Yeah.
23 another ten minutes? 23 Q. Andif the patients were unblinded at
24 THE WITNESS: Yeah. 24 baseline before the first evaluation at Week 1, they
Page 163 Page 165
1 BY MR. BAUM: 1 weren't valid members of the intent-to-treat
2 Q. Let'sgoto Page 329, Section"12.2 2 population?
3 Patient Populations.” 3 MR. ROBERTS: Objection, callsfor
4 Do you see that? 4 speculation.
5 A. Yes 5 THE WITNESS: Wait. If they did not
6 Q. And12.2.1is"Randomized population, 6 receive a post-baseline efficacy assessment?
7 the randomized population will consist of al patients| 7 BY MR. BAUM:
8 randomized into this study." 8 Q. If they were unblinded at baseline
9 Do you see that? 9 before thefirst evaluation at Week 1, they weren't
10 A. Yes 10 valid members of the intent-to-treat population, were
1 Q. Sothat'saprotocol defined 11 they?
12 randomization population, correct? 12 MR. ROBERTS: Objection.
13 MR. ROBERTS:. Objection. 13 THE WITNESS: Wéll, this doesn't say
14 THE WITNESS: Excuse me? 14 anything about blinding.
15 BY MR. BAUM: 15 BY MR. BAUM:
16 Q. It'saprotocol defined definition for 16 Q. Okay. I'maskingyou if patients were
17 the randomized population for MD-18, correct? 17 unblinded at baseline before their first evaluation,
18 MR. ROBERTS: Objection. 18 would they be considered valid members of the
19 THE WITNESS: That appearsto be the 19 intent-to-treat population?
20 case, yeah. 20 MR. ROBERTS: Objection, callsfor
21 BY MR. BAUM: 21 speculation.
22 Q. Andthenthe next onedown says"12.2.2 |22 THE WITNESS: If they were unblinded,
23 Sofety population, the safety population will consist |23 then their -- then their validity -- | would
24 of al randomized patients who receive at least one |24 say they're definitely members of the ITT
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1 population. Their validity would be open to 1 Q. Referring back to the answer you gave me
2 guestion. 2 aminute ago where you said that you thought -- |
3 BY MR. BAUM: 3 suggested that they should -- that the unblinded
4 Q. What do you mean by that? 4 patients at baseline ought not to be included in an
5 A. Because they had a protocol violation. 5 efficacy evaluation.
6 Q. Sothescientifically appropriate thing 6 Do you remember that?
7 to do would be to exclude patients unblinded at 7 MR. ROBERTS: Objection,
8 baseline from the efficacy outcome measure, right? 8 mischaracterizes testimony. Y ou can answer.
9 MR. ROBERTS: Objection. He'snot an 9 THE WITNESS: That's what you said.
10 expert. Callsfor speculation. 10 BY MR. BAUM:
11 THE WITNESS: Patient unblinded at 11 Q. Yeah, doyou recall my having asked you
12 baseline. 12 that?
13 BY MR. BAUM: 13 MR. ROBERTS: Objection.
14 Q. Should not be included in efficacy 14 THE WITNESS: Yesh.
15 measures for a double-blind, placebo-controlled trial? |15 BY MR. BAUM:
16 MR. ROBERTS:. Objection, callsfor 16 Q. Andyou responded that -- | suggested
17 speculation. 17 they should not be included &t al, and you said, well,
18 THE WITNESS: If -- | would say that if 18 maybe what we ought to do is have an analysis done with
19 you have patients who are unblinded, then it 19 the unblinded patientsin and an analysis with the
20 would be -- you would probably do analyses of |20 unblinded patients out.
21 both groups. 21 Do you recall that?
22 BY MR. BAUM: 22 A. Yeah.
23 Q. Andtheanaysesof both groupsoughtto |23 MR. ROBERTS: Objection,
24 pe conveyed to physicians and scientists who are 24 mischaracterizes testimony.
Page 167 Page 169
1 evauating the merits of adrug like Celexa? 1 BY MR. BAUM:
2 MR. ROBERTS: Objection, callsfor 2 Q. Andwhat | then was asking is so both
3 speculation. 3 analyses ought to be conveyed to physicians and
4 THE WITNESS: I'd say if -- can you 4 academics evaluating the merits of a study like that,
5 repeat the question? 5 correct?
6 BY MR. BAUM: 6 MR. ROBERTS: Objection, calsfor
7 Q. That you said that you should do both 7 speculation.
8 evaluations, correct? 8 THE WITNESS: It would be hard for me to
9 MR. ROBERTS: Objection. 9 speculate on that.
10 THE WITNESS: 1'd say that would be one 10 BY MR. BAUM:
11 solution. 11 Q. Weéll, the conveying to physicians and
12 BY MR. BAUM: 12 academics only the result with the unblinded patients
13 Q. Thefact that you did both evaluations 13 included would be misleading, wouldn't it?
14 that you had an unblinding problem should be conveyed |14 MR. ROBERTS: Objection, calsfor
15 to physicians? 15 speculation.
16 MR. ROBERTS: Objection, assumes facts 16 THE WITNESS: Not necessarily.
17 not in evidence. 17 BY MR. BAUM:
18 THE WITNESS: Wéll, you got a study and 18 Q. Soitwould be okay to do that?
19 there's an unblinding problem, that's what 19 MR. ROBERTS: Objection, calsfor
20 your -- 20 specul ation, mischaracterizes testimony.
21 BY MR. BAUM: 21 THE WITNESS: | mean, you're talking
22 Q. Correct. 22 about a pretty complex speculative situation.
23 A. And so now the study is completed and 23 Y ou're talking about communicationsin some
24 analyses are conducted, what are you asking me? 24 unknown forum. | mean, it's pretty hard for me
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1 to respond to what you're asking. And you're 1 omit that information?
2 talking about very detailed information about a 2 MR. ROBERTS: Objection,
3 study. 3 mischaracterizes witness testimony.
4 BY MR. BAUM: 4 THE WITNESS: | mean, you're talking
5 Q. Do you think it would be important for 5 about a speculative situation with alot of
6 physicians and academics who are receiving a manuscript 6 vague -- | mean, every study has many protocol
7 or aposter or a PowerPoint presentation regarding 7 violations. There's no study that's done
8 CIT-MD-18 for them to know that there were patientswho | 8 without protocol violations. Those can't be
9 had unblinding information at baseline? 9 communicated in atop line presentation of a
10 MR. ROBERTS: Objection, callsfor 10 study resuilts.
11 speculation, lacks foundation. 11 MR. BAUM: Were going to come right
12 THE WITNESS: Could you repeat the 12 back to that, but we have to change the tape.
13 question? 13 MR. ROBERTS: Do you want to takea
14 MR. BAUM: Can you read the question 14 little break?
15 back to him. 15 THE VIDEOGRAPHER: WEe'l be going off
16 (The court reporter read back the record 16 the record at 10:55 am. This marks the end of
17 as requested.) 17 Media 2.
18 THE WITNESS: | would say based on the 18 (Brief recess.)
19 documents that | received -- that | looked at 19 THE VIDEOGRAPHER: We are back on the
20 yesterday, no. 20 record at 11:01 am. This marks the beginning
21 BY MR. BAUM: 21 of Media 3.
22 Q. No need to convey that information to 22 Go ahead, counselor.
23 academics, physicians or parents who are considering 23 BY MR. BAUM:
24 having their child take a drug? 24 Q. Allright. Socanyou explaintothe
Page 171 Page 173
1 MR. ROBERTS: Objection, callsfor 1 jury what a study report is?
2 speculation. 2 A. A study report isawriteup of the
3 THE WITNESS: | think that to include -- 3 results of astudy.
4 include in communications to physician some 4 Q. Supposed to be presented to the FDA for
5 information regarding every protocol violation 5 evauating clinical tria's results?
6 in the study would be impractical. 6 MR. ROBERTS: Objection.
7 BY MR. BAUM: 7 THE WITNESS: Study reports get
8 Q. What about when it determines or affects 8 submitted to the FDA and the FDA evaluates
9 whether or not the P-valueis significant or not? 9 them, yes.
10 MR. ROBERTS: Objection, callsfor 10 BY MR. BAUM:
11 speculation, lacks foundation. 11 Q. They should be accurate?
12 THE WITNESS: Can you repeat the 12 MR. ROBERTS: Objection.
13 question. 13 THE WITNESS: Yes.
14 BY MR. BAUM: 14 BY MR. BAUM:
15 Q. What if theviolation resultsin the 15 Q. Do you know who created the study report
16 P-value change going from insignificant to significant, |16 for MD-18?
17 depending on whether you included the unblinded 17 A. No.
18 patients? 18 Q. Didyou participatein creation of the
19 MR. ROBERTS: Objection, callsfor 19 study report for MD-187?
20 speculation, lacks foundation. 20 A. I've seen documentsthat indicate | did.
21 THE WITNESS: Again, it would depend 21 Q. Didyou edit the study report for MD-18?
22 upon the overall extent of information. 22 A. Didl?
23 BY MR. BAUM: 23 Q. Edit the study report for MD-18?
24 Q. By your standardsit would be okay to 24 A. Edit?
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1 Q. VYes 1 THE VIDEOGRAPHER: We will be going off
2 A. Yeah, | provided comments. 2 the record at 11:05 am. This marks the end of
3 Q. Sol think I've already handed you 3 Media 3.
4 Exhibit 10, can you pull that up again. 4 (Pause.)
5 And Exhibit 10 has this e-mail that was | 5 THE VIDEOGRAPHER: We are going back on
6 sent to you on April 10th of 2002, and it has"find | 6 therecord at 11:08 am. This marksthe
7 attached the final, sign-off copy of citalopram 7 beginning of Media 4.
8 pediatric study 18." 8 Go ahead, counselor.
9 Do you see that? 9 BY MR. BAUM:
10 A. Yes. 10 Q. Okay. Sol've handed you what we've
11 Q. Wereyou among theindividualswho |11 marked asExhibit 11. Yes, no?
12 signed off for the accuracy of study MD-18? 12 MR. ROBERTS: | don't think so.
13 MR. ROBERTS: Objection. 13 MR. BAUM: Oh, hereitis.
14 BY MR. BAUM: 14 MR. ROBERTS. Now we have.
15 Q. Study report? 15 BY MR.BAUM:
16 A. Signed off for the accuracy? | don't 16 Q. Whichisthe study report for MD-18, and
17 know if I'd would put it that way. 17 if you look at the middle of the page it says "Report
18 Q. How would you put it? 18 Date: April 8,2002."
19 A. Waéll,if | signed the study report, then |19 Do you see that?
20 | gpproved it. 20 A. Yes
21 Q. Didyou review thetables for the 21 MR. ROBERTS: Let the record reflect
22 pr| mary efﬂcacy outcome data? 22 that it's excerpted pages from the study
23 A. | have no recollection of doing so. 23 report.
24 Q. Do you know whether or not you did? |24 BY MR.BAUM:
Page 175 Page 177
1 A. Dol know whether or not | did? | must 1 Q. And since this document is actually
2 have. 2 2,135 pages long, only certain parts have been selected
3 Q. Wasthe CIT-MD-18 study report submitted | 3 here asthe exhibit.
4 tothe FDA? 4 Have you seen sections of the
5 A. Yes 5 protocol -- | mean of the study report for MD-18
6 Q. Didyou decide which tableswould be the 6 before?
7 main -- would be in the main text of the study report 7 A. I'msurel have.
8 and which would be in the appendix? 8 Q. Haveyouseenitinthelast few daysto
9 MR. ROBERTS: Objection. 9 refresh your recollection?
10 THE WITNESS: | don't know. 10 A. Yes.
11 BY MR. BAUM: 11 Q. Okay. Sol want to take you through
12 Q. Do you know who did? 12 gpecific sections of it.
13 MR. ROBERTS: Objection. 13 Do you see that theinitiation date on
14 THE WITNESS: No. 14 the cover page here says January 31, 2000.
15 BY MR. BAUM: 15 Do you see that?
16 Q. Do you know whose responsibility it was? |16 A.  Mm-hmm.
17 A. No. 17 Q. Whatisthat date?
18 Q. Didyou review the appendices for Study 18 MR. ROBERTS: Just so we have on the
19 18'sstudy report? 19 record, what's the difference between Exhibits
20 A. | don't know. 20 10 and 11 that are both study reports?
21 MR. BAUM: Let'sgo to Exhibit 11. 21 MR. BAUM: They're the same.
22 (Document marked for identification as 22 MR. ROBERTS: Okay. Just different
23 Flicker Deposition Exhibit No. 11.) 23 excerpts?
24 MR. WISNER: Can we go off the record. 24 MR. BAUM: Weéll, yeah, and one had an
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1 e-mail attached to it. It was about the 1 Q. Let'sgo to Page 69 under "Efficacy
2 sign-off sheet issue. 2 Evauations' and go to the second paragraph under 10.1.
3 MR. ROBERTS: Okay. 3 Do you see that?
4 MR. BAUM: All right. Sothisoneis 4 A.  Mm-hmm.
5 focused in on the study report itself? 5 MR. ROBERTS: It'sthe onethat starts
6 MR. ROBERTS: Okay. 6 "At Week 8."
7 BY MR.BAUM: 7 BY MR. BAUM:
8 Q. Sowhatistheinitiation date, 8 Q. Yeah. Soit says"At Week 8, the LOCF
9 January 31, 2000; what isthat? 9 analysis comparing the mean change from baseline and
10 A. Probably first patient entered the 10 CDRS-Rinthe citalopram and placebo groups
11 study. | don't know what the different definition is 11 demonstrated a statistically significant treatment
12 of that, but basically first patient entered the study, 12 effect in favor of citalopram (p=0.038; see Panel 11)."
13 | believe. 13 Do you see that?
14 Q. Soprior to that, there was a protocol 14 A. Yes
15 and there was efficacy measures were determined and how |15 Q. Soaccording to this, the CDRS-R was a
16 the pills are going to be delivered and what the 16 positive for efficacy, correct?
17 lead-in period -- how long it's going to be and what 17 A. If by positive for efficacy you mean
18 patient is going to take during the lead-in period and 18 demonstrated a statistically significant treatment
19 what tests are going to be done per the protocol, 19 effect, yes.
20 that'sall set up. And then at some point around 20 Q. Becauseit had aP-value of less than
21 January 31, 2000, the patient shows up and does what's 21 .05, correct?
22 inthe protocol ? 22 MR. ROBERTS: Objection.
23 MR. ROBERTS: Objection. 23 THE WITNESS: A Pof .038.
24 BY MR.BAUM: 24 BY MR.BAUM:
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1 Q. Isthat generaly correct? 1 Q. Andthat'slessthan .05, correct?
2 A. That would be very close to my overall 2 A. Yes
3 understanding of what the initiation date means. 3 Q. Andthenif you go further down the
4 Q. Okay. And then the completion dateis 4 page -- | want to go actually over to Page 70 and under
5 10 April 2001. 5 panel -- in Panel 11, at the top there, do you see that
6 Do you see that? 6 the P-value on theright is.038.
7 A. Yes 7 Do you see that?
8 Q. Whatisthat? 8 A. Yes
9 A. That would approximately be the last day 9 Q. And that's the change from baseline to
10 that a patient completed the study. 10 Week 8 in the CDRS-R rating scale, correct?
11 Q. Okay. Andrelativeto MD-18 with 11 MR. ROBERTS: Objection.
12 respect to statistical significance, aP-valueits used 12 THEWITNESS: Yes.
13 to determine the presence or absence of statistical 13 BY MR. BAUM:
14 dignificance, correct? 14 Q. Andif you go further down this page to
15 MR. ROBERTS: Objection. 15 the paragraph that starts"Appendix.”
16 THE WITNESS: A P-vaueisderived from |16 Do you see that?
17 the statistical analysis, yes. 17 A. Yes
18 BY MR. BAUM: 18 Q. Anditsays, "Appendix Table 6 presents
19 Q. Andthe P-value of lessthan .05 isthe 19 theresults from the LOCF analysis for the change from
20 threshold for statistical significance, correct? 20 baseline to Week 8 excluding data from 9 patients for
21 MR. ROBERTS: Objection. 21 whom the study blind was potentially compromised (see
22 THE WITNESS: P of .05, that's the usual 22 Section 5.3.4)."
23 nominal level for statistical significance. 23 Do you see that?
24 BY MR. BAUM: 24 A. Yes
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1 Q. Didyou writethat sentence? 1 correct?
2 A. | don't know. 2 A. That's my understanding.
3 MR. ROBERTS: Objection. 3 Q. Andif you look over to the next page.
4 BY MR. BAUM: 4 MR. ROBERTS: Page 946?
5 Q. Let'sgoto Page 244. 5 MR. BAUM: Yes.
6 MS. KIEHN: | didn't hear the answer. 6 BY MR. BAUM:
7 THE WITNESS: | don't know. 7 Q. Andif youlook at the -- over on the
8 BY MR. BAUM: 8 right, see that P-value of .052?
9 Q. Do you have any reason to doubt that you 9 A. Yes.
10 might have written it? 10 Q. That'sabove .050, correct? That wason
11 A. | don't doubt that | might have written 11 both of them, sorry.
12 it 12 It's also on Page 244? Both of these
13 MR. ROBERTS: Objection. 13 havethat.
14 BY MR. BAUM: 14 MR. ROBERTS: Thetwo pages are exactly
15 Q. Waéll, well come up on that, so let's go 15 the same?
16 to Page 244 of this exhihit. 16 MR. BAUM: Yeah, yeah, they arethe
17 MR. ROBERTS: It'stowards the back, 17 same. | don't know what -- | don't know how
18 almost all the way in the back. 18 that happened. All right, so sorry about that.
19 BY MR. BAUM: 19 BY MR. BAUM:
20 Q. Andthisis Appendix Table 6, do you see 20 Q. Soreferring back to Page 244, just to
21 that at the top? 21 beclear, and relative to the -- this table that has,
22 A.  Mm-hmm, yes. 22 gccording to the note, the patients subject to the
23 Q. Andit says, "Change from Baseline 23 dispensing error excluded, the Week 8 result for the
24 CDRS-R after 8 weeks, ITT Sub-population - LOCF." |24 change from baseline of CDRS after 8 weeks had a
Page 183 Page 185
1 Do you see that? 1 P-value of .052, correct?
2 A. Yes 2 MR. ROBERTS: Objection.
3 Q. Andthenin afootnote at the bottom, it 3 THE WITNESS: Yes.
4 says, "Note: Patients (105, 113, 114, 505, 506, 507, | 4 BY MR. BAUM:
5 509, 513, 514) with drug dispensing error are 5 Q. Andthat's greater than .050, correct?
6 excluded." 6 A. .052isgreater than .050.
7 Do you see that? 7 Q. Andthat's not astatistically
8 A. Yes 8 dignificant outcome, isit?
9 Q. Didyou draft that line? 9 MR. ROBERTS: Objection.
10 A. | don't know. 10 THE WITNESS: It depends upon what
11 Q. Do you think you might have? 11 criterion is being used.
12 MR. ROBERTS: Objection. 12 BY MR. BAUM:
13 THE WITNESS: It's possiblethat | did. 13 Q. If thecriterion prespecified in the
14 BY MR. BAUM: 14 gtudy report was .050, less than .050 determines
15 Q. Sothesewerethenine patientsin 15 gatistical significance, aresult of .052 was not
16 CIT-MD-18 who were subject to adispensing error, |16 statistically significant, correct?
17 correct? 17 MR. ROBERTS: Objection, callsfor
18 MR. ROBERTS: Objection. 18 speculation.
19 THE WITNESS: | don't know that. | 19 THE WITNESS: A P-value of .052 given a
20 learned yesterday that there were nine such 20 specified nominal level of significance less
21 patients. 21 than .050 would not meet that criterion.
22 BY MR. BAUM: 22 BY MR. BAUM:
23 Q. Okay. Andthistableis saying there's 23 Q. Soitwasnegative, not in favor of
24 an analysis being done with those patients excluded, |24 Celexas efficacy, correct?
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1 MR. ROBERTS: Objection, 1 THE WITNESS: No.
2 mi scharacterizes testimony. 2 BY MR. BAUM:
3 THE WITNESS: | wouldn't call that 3 Q. Soitwasnot statistically significant?
4 negative, no. 4 MR. ROBERTS: Objection,
5 BY MR. BAUM: 5 mischaracterizes testimony.
6 Q. It'snon-statistically significant 6 THE WITNESS: Can you repeat the
7 P-value, correct? 7 guestion.
8 MR. ROBERTS: Objection. 8 BY MR. BAUM:
9 THE WITNESS: It failsto meet the 9 Q. Theprimary outcome measure for
10 criterion of statistical significance. 10 CIT-MD-18 with the nine patients excluded was not
11 BY MR. BAUM: 11 gatisticaly significant?
12 Q. So by excluding these nine patients, the 12 MR. ROBERTS: Objection.
13 P-value went from a statistically significant .038toa |13 THE WITNESS: The analysis with the nine
14 gtatistically insignificant .052, right? 14 patients excluded appears to not be above the
15 MR. ROBERTS: Objection, 15 criterion of .05.
16 mischaracterizes the document. 16 BY MR. BAUM:
17 THE WITNESS: Yeah, | don't think the 17 Q. Sothat would be the difference between
18 statistically insignificant is aword that | 18 itsbeing positive or negative under the primary
19 would use. 19 efficacy measure, correct?
20 BY MR. BAUM: 20 MR. ROBERTS: Objection.
21 Q. What would you use? 21 THE WITNESS: Between what being
22 A. | would say based on the datawe're 22 positive or negative?
23 |ooking &t it, the P-value seems to have gone from .038 |23 BY MR. BAUM:
24 t0.052. 24 Q. Including or excluding those nine
Page 187 Page 189
1 Q. And that crossed the .050 requirement 1 patients.
2 for statistical significance for CIT-MD-18, correct? 2 MR. ROBERTS: Objection.
3 MR. ROBERTS: Objection. 3 THE WITNESS: Can you repeat the
4 THE WITNESS: The .038 was below the 4 question?
5 criterion for statistical significance, and the 5 BY MR. BAUM:
6 .052 was dlightly above. 6 Q. By excluding the nine patients who are
7 BY MR. BAUM: 7 subject to the dispensing error, the P-value went from
8 Q. Right. So by excluding the nine 8 .03810.052, correct?
9 patients, the P-value went from being below the .050 9 MR. ROBERTS: Objection.
10 criterion to being above the .050 criterion, correct? 10 THE WITNESS. Yes.
11 MR. ROBERTS: Objection. 11 BY MR. BAUM:
12 THE WITNESS: Y eah. 12 Q. Andthat's crossing the barrier of the
13 BY MR. BAUM: 13 050 barrier between what would be considered a
14 Q. And that would be the difference between 14 positive result and a negative result per the protocol
15 the CIT-MD-18 being considered a positive or anegative |15 for the primary efficacy measure, correct?
16 tria under its primary efficacy measure, correct? 16 MR. ROBERTS: Objection.
17 MR. ROBERTS: Objection. 17 THE WITNESS: | didn't seethat in the
18 THE WITNESS: No. 18 protocol. The protocol specified a statistical
19 BY MR. BAUM: 19 significance level of .05.
20 Q. Sothe primary efficacy measure with 20 BY MR. BAUM:
21 these nine patients excluded was statistically 21 Q. That'scorrect. Soif the protocol
22 dignificant; isthat what you're saying? 22 gpecified .050 as the criterion for determining
23 MR. ROBERTS: Objection, 23 gtatistical significance and a positive result for the
24 mi scharacterizes testimony. 24 primary efficacy measure, going from .038 to .052
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1 crossed that line from being positive outcome to
2 negative outcome, correct?

3 MR. ROBERTS: Objection,

4 mischaracterizes testimony, asked and answered.
5 THE WITNESS: | would regard that as a
6 pretty vague and incomplete assessment of the

7 study results.

8 BY MR. BAUM:
9 Q. So.052 was statistically significant;
10 jsthat what you're saying?

© 0O N O g b~ W N P

10

Page 192
MR. ROBERTS: | taked like two minutes.

MR. BAUM: Yes, for every interference,
| am going to be adding time.
MR. ROBERTS: You'rewasting time.
MR. BAUM: You are wasting time.
MR. ROBERTS: Okay.
BY MR. BAUM:
Q. Sowhat | want isan answer to my
question.
MR. ROBERTS: For athird time.

11 MR. ROBERTS: Objection, 11 MR. BAUM: Read the question.
12 mischaracterizes statement, asked and answered. |12 (The court reporter read back the record
13 THE WITNESS: .052 isabovethecriteria |13 as requested.)
14 for statistical significance. 14 MR. ROBERTS: Objection.
15 BY MR. BAUM: 15 THE WITNESS: That's not enough
16 Q. Soitwasnot statistically significant? 16 information for me to --
17 MR. ROBERTS: Objection, asked and 17 BY MR. BAUM:
18 answered. 18 Q. The.052 was not a statistically
19 THE WITNESS: It's above the criterion 19 ggnificant P-value, correct?
20 for statistical significance. 20 MR. ROBERTS:. Objection.
21 MR. BAUM: | want my question answered, |21 THE WITNESS: .052 isthe above the
22 and you have to quit guiding him. 22 criterion for statistical significance.
23 MR. ROBERTS: | haven't been -- 23 BY MR. BAUM:
24 MR. BAUM: You are guiding him. 24 Q. Soyou're answering a different question
Page 191 Page 193
1 MR. ROBERTS: I'm giving the -- 1 to what I'm asking you.
2 MR. BAUM: Y ou need to knock it off. 2 | want to know is.052 a not
3 MR. ROBERTS: -- reason for my 3 datistically significant P-value?
4 objection. 4 MR. ROBERTS: Objection, asked and
5 MR. BAUM: Just knock it off. 5 answered, callsfor speculation.
6 MR. ROBERTS: That istotaly allowed 6 THE WITNESS: | can't realy answer that
7 under therules. You're not getting the answer 7 question.
8 that you want. No reason to raise your voice. 8 BY MR. BAUM:
9 MR. BAUM: | want my -- 9 Q. Why not?
10 MR. WISNER: Respectfully, he has not 10 MR. ROBERTS: Objection.
11 answered the question. 11 THE WITNESS: Because | think the
12 MR. BAUM: | want my -- 12 language is of questionable validity.
13 MR. ROBERTS: Respectfully, if Kristin 13 BY MR. BAUM:
14 can't talk, you can't talk. 14 Q. SotheP-value determination, per the
15 MR. BAUM: | want my question answered |15 protocoal, is whether it's above or below .050, correct?
16 0 -- 16 MR. ROBERTS: Objection.
17 MR. ROBERTS: He has answered your 17 THE WITNESS: That wasthe -- actualy,
18 guestion twice now. 18 | don't even know that. Isthat in the
19 MR. BAUM: No, he's changed the question |19 protocol? In the power analysis it mentions
20 and answered a different question. 20 .05.
21 MR. ROBERTS: Youjust don't likeyour |21 MR. BAUM: Okay. We're going to take a
22 answer. 22 break.
23 MR. BAUM: Okay. I'm going to be adding |23 THE VIDEOGRAPHER: We will be going off
24 extratime for your interfering. Every time -- 24 therecord at 11:25 am. This marks the end of

ol kow Technol ogi es, I nc.

Page 49 (190 - 193)






Charles Flicker, Ph.D.
Page 194 Page 196
1 Media 4. 1 Q. What would you say?
2 (Pause.) 2 A. | would say that it failsto achieve
3 THE VIDEOGRAPHER: Weareback onthe | 3 dtatistical significance, the statistical significance
4 record at 11:27 am. This marks the beginning 4 criterion of .05.
5 of Media5. 5 Q. And that'sthe difference between
6 Go ahead, counsel. 6 whether or not CIT-MD-18 was a positive study or a
7 BY MR. BAUM: 7 negative study, correct?
8 Q. Sowe'regoing back to Exhibit 9, which 8 MR. ROBERTS: Objection.
9 isthe protocol. Takealook at Page 330. 9 THE WITNESS: No.
10 MR. ROBERTS: Hold on, let me get there. 10 BY MR. BAUM:
11 BY MR. BAUM: 11 Q. Why not?
12 Q. Under Section 12.5 Efficacy Analysis - 12 A. Theoveral positive or non-positive
13 Efficacy Analyses. 13 assessment of the study is based upon the overall
14 A. Yes 14 assessment of the results from the study.
15 Q. Okay. It says, "All efficacy analyses 15 Q. Soif dl of the secondary outcome
16 will be based on the ITT population, i.e., patientswho |16 measures were negative and the observed cases was
17 took at least one dose of study medication and had at 17 negative and the primary outcome measure is .05 --
18 |east one post-baseline efficacy assessment of CDRS-R |18 P-valueis.052, it would be not a positive trial,
19 score. All testswill be two-sided with 5% 19 correct?
20 significance level for main effects.” 20 MR. ROBERTS: Objection, requires
21 Do you see that? 21 speculation.
22 A. Yes 22 THE WITNESS: | mean, my understanding
23 Q. Doesthat indicate to you that the 23 of the interactions with the FDA is that they
24 P-vaue needsto be above -- | mean below .05 foritto |24 are not so narrow minded. Theresultsfroma
Page 195 Page 197
1 besignificant? 1 clinical trial need to be evaluated in the
2 MR. ROBERTS: Objection. 2 context of the study and in their overall
3 THE WITNESS: Thisindicatesto me that 3 picture of the results obtained and --
4 it would be less than or equal to .05. 4 BY MR. BAUM:
5 BY MR. BAUM: 5 Q. Soa.0--
6 Q. Okay. SoaP-vaue of .038 would be 6 MS. KIEHN: Let him finish his answer.
7 lessthan the 5% significance level, correct? 7 BY MR. BAUM:
8 MR. ROBERTS: Objection, asked and 8 Q. You have moreto say?
9 answered. 9 A. No, that'sgood.
10 THE WITNESS: Yes. 10 Q. SoaP-valueof .052 or a P-value above
11 BY MR. BAUM: 11 .05 would not have a bearing on whether or not a study
12 Q. And.052 would be above the significance |12 was considered positive or negative?
13 |evel for the specified outcome, correct? 13 MR. ROBERTS: Objection, asked and
14 MR. ROBERTS: Objection, asked and 14 answered, mischaracterizes the witness
15 answered. 15 testimony.
16 THE WITNESS: Yes. 16 THE WITNESS: The P-valuecriterionisa
17 BY MR. BAUM: 17 important tool in the assessment of the study's
18 Q. So0.052 would be a nonsignificant 18 outcome.
19 P-value, correct? 19 BY MR. BAUM:
20 MR. ROBERTS:. Objection, 20 Q. AndaP-vaue of above .050 would
21 mischaracterizes testimony, asked and answered. |21 indicate that it was a statistically insignificant
22 THE WITNESS: That's not what | would |22 result and not positive for the drug, correct?
23 say. 23 MR. ROBERTS: Objection, asked and
24 BY MR. BAUM: 24 answered.
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1 THE WITNESS: | wouldn't say that. 1 This-- I'm going to refer you back to
2 BY MR. BAUM: 2 this Appendix Table 6.
3 Q. Soit'syour testimony that a P-value 3 MR. ROBERTS: Isthat Exhibit 10?
4 above .050 suggests that the trial is positive for a 4 MR. BAUM: Yes.
5 drug; isthat what you're saying? 5 MR. WISNER: No, it's Exhibit 11.
6 MR. ROBERTS: Objection, 6 MR. BAUM: It's Exhibit 11, sorry.
7 mischaracterizes testimony, asked and answered. | 7 MR. ROBERTS: Okay, thank you.
8 THE WITNESS: | wouldn't say that. 8 BY MR. BAUM:
9 MR. ROBERTS: Now you can go. 9 Q. You seethat the subpopulation is 166
10 THE WITNESS: | wouldn't say that, no. 10 patients. It's 81 in the placebo group and 85in the
11 MR. BAUM: Okay. 11 citalopram group?
12 MR. ROBERTS: Arewedonewith 9, or are |12 A. Okay.
13 we still on Exhibit 9? 13 Q. That'sactualy adifference of eight
14 MR. WISNER: Why don't you just wait 14 between the 174 that are included in the table used for
15 until he asks the next question. 15 the study reports Panels 11 and 12.
16 MR. ROBERTS: If Kristin can't talk, you 16 Do you know why there was only a
17 can't talk. 17 difference of eight instead of nine?
18 MR. BAUM: You'rejust adding time. 18 MR. ROBERTS: Objection.
19 MR. ROBERTS: So areyou. 19 THE WITNESS: No.
20 BY MR. BAUM: 20 BY MR. BAUM:
21 Q. Okay. Sothedifference between a 21 Q. The 166 patients that were on this table
22 P-vaue of .038 with the nine patients included and the |22 are greater than the 160 patients needed to power
23 052 P-value with the patients subject to the 23 CIT-MD-18, right?
24 dispensing error not included would be a substantial 24 MR. ROBERTS: Objection.
Page 199 Page 201
1 difference, correct? 1 THE WITNESS: The study protocol called
2 MR. ROBERTS: Objection, callsfor 2 for 160 patients.
3 Speculation. 3 BY MR. BAUM:
4 THE WITNESS: Incorrect. 4 Q. Andthisis 166, soit's greater than
5 BY MR. BAUM: 5 that, correct?
6 Q. Why? 6 A. 166 isgreater than 160.
7 A. It'satrivia difference, .014. 7 Q. Okay. Solet'sgo back to Page 70 of
8 Q. Andsothefact that it crossesthe .05 8 the study report, and under Panel 12, it says, Appendix
9 barrier isinsignificant to you? 9 Table 6 presents the results from the LOCF analysis for
10 MR. ROBERTS: Objection, 10 the change from baseline to Week 8 excluding data from
11 mischaracterizes the witness' testimony. 11 the 9 patients for whom the study blind was potentially
12 THE WITNESS:. No. 12 compromised (see Section 5.3.4). The results from the
13 BY MR. BAUM: 13 Week 8 LOCF analysis comparing the mean change from
14 Q. Itissignificant? 14 baselinein CDRS-R in the citalopram and placebo groups
15 MR. ROBERTS: Objection. 15 was not substantially affected by the exclusion of
16 THE WITNESS: It has an impact upon how |16 those patients. The LSM difference decreased from .46
17 the results are interpreted. 17 to .43 and the P-value increased from .038 to .052.
18 BY MR. BAUM: 18 Do you see that?
19 Q. Soit'sasubstantial difference? 19 A. Yes
20 A. No. 20 Q. Do you know who drafted that language?
21 MR. ROBERTS: Objection. 21 A. | think | saw it yesterday.
22 BY MR. BAUM: 22 Q. And who drafted that language?
23 Q. Soifit hasanimpact, but it's-- 23 MR. ROBERTS: Objection.
24 never mind. 24 THE WITNESS: | think | did.
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1 BY MR. BAUM: 1 BY MR. BAUM:
2 Q. And hereit saysthat "9 patients for 2 Q. Buttheinvestigators knew, right?
3 whom the study blind was potentially compromised.” | 3 MR. ROBERTS: Objection,
4 Do you see that? 4 mischaracterizes testimony. No foundation.
5 A. Yes 5 THE WITNESS: | don't know.
6 Q. Do you recdl there being discussions at 6 BY MR. BAUM:
7 Forest about how to characterize the dispensing error | 7 Q. Weretheinvestigators informed what
8 that occurred during the conduct of study MD-18? 8 patients had received the dispensing error tablets?
9 MR. ROBERTS: Objection. 9 MR. ROBERTS: Objection, lacks
10 THE WITNESS: No. 10 foundation.
11 BY MR. BAUM: 11 THE WITNESS: | did see adocument that
12 Q. Areyou aware that the discussions did 12 communicated to the investigators that there
13 occur including you regarding how to characterize the | 13 was a dispensing error.
14 dispensing error? 14 BY MR. BAUM:
15 MR. ROBERTS: Objection. 15 Q. Sothey would have known which patients
16 THE WITNESS: How to characterize? | 16 received the dispensing error tablets, correct?
17 mean, | saw documents regarding the dispensing |17 MR. ROBERTS: Objection,
18 error. 18 mischaracterizes testimony.
19 BY MR. BAUM: 19 THE WITNESS: That would require
20 Q. Wél, doyou think it's an accurate 20 speculation. The investigators would have to
21 characterization of CIT-MD-18 to say that the study |21 take further steps.
22 plind was potentially compromised? 22 BY MR. BAUM:
23 MR. ROBERTS: Objection. 23 Q. Foresttook stepsto inform the
24 THE WITNESS: Yes. 24 jnvestigators which patients received the dispensing
Page 203 Page 205
1 BY MR. BAUM: 1 error tablets, correct?
2 Q. Youdon't think it was actualy 2 MR. ROBERTS: Objection,
3 compromised? 3 mischaracterizes the witness testimony,
4 A. For certain patients. 4 requires speculation.
5 Q. Do you think -- you don't think it was 5 THE WITNESS: What's the question?
6 actually compromised for those certain patients? 6 BY MR. BAUM:
7 MR. ROBERTS: Objection. 7 Q. Forest communicated to the investigators
8 THE WITNESS:. Well, | don't know, but | | 8 which patients had received dispensing error tablets,
9 think it seemsto me -- well, I'm speculating. 9 correct?
10 What's the question again? 10 MR. ROBERTS: Objection.
11 BY MR. BAUM: 1 THE WITNESS: That | don't know. |
12 Q. Youdon't think that the blind was 12 mean, any -- they identified which supplies.
13 unmistakenly violated for these nine patients? 13 Based on what | saw, they identified which
14 A. No. 14 supplies were incorrectly packaged.
15 MR. ROBERTS: Objection. 15 BY MR. BAUM:
16 BY MR. BAUM: 16 Q. Didthey asoidentify which patients
17 Q. Youdon't think that the blind was 17 were provided the incorrect tablets?
18 compromised for these nine patients? 18 MR. ROBERTS: Objection.
19 MR. ROBERTS: Objection. Hetestified |19 THE WITNESS: | don't know.
20 he doesn't recall the dispensing error. 20 BY MR. BAUM:
21 THE WITNESS: | think it was potentially |21 Q. I just wanted to admonish you that |
22 compromised. Seems to me perfectly possible |22 want you to tell me the truth. | don't want you to
23 that none of those nine patients had any hint |23 tell me things based on what he's objecting. | want
24 24 you to tell me what you recall.

whatsoever of what their treatment group was.
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1 MR. ROBERTS: Objection. Heistelling 1 THE WITNESS: Does that shift have an
2 the truth. 2 impact upon the vaidity of the outcome of the
3 BY MR. BAUM: 3 study?
4 Q. AndI want you to be ableto tell me 4 MR. BAUM: Yes.
5 what you actually know, not what you are tipped off by | 5 MR. ROBERTS: Objection.
6 the objections, but by what you actually recall. 6 THE WITNESS:. No.
7 MR. ROBERTS: That'swhat your -- 7 BY MR. BAUM:
8 MS. KIEHN: Hetestified he doesn't -- 8 Q. Why not?
9 MR. ROBERTS: Thewitnessis 9 A. It'strivial.
10 testifying -- 10 Q. Soit'strivial because the difference
11 MS. KIEHN: -- recall the unblinding. 11 petween .038 and .052 is .014; is that what you're
12 MR. ROBERTS: Hetestified he doesn't 12 saying?
13 recall the unblinding. The witness knows he's 13 MR. ROBERTS: Objection.
14 under oath, and the witnessistelling the 14 THE WITNESS: I'd say that's part of the
15 truth. 15 reason.
16 THE WITNESS: | don't actually recall 16 BY MR. BAUM:
17 anything with the unblinding that you're 17 Q. Andsoitdidn't matter whether it
18 talking about. 1'm basing anything | say based 18 crossed the .050 barrier, correct?
19 upon documents | saw yesterday. 19 MR. ROBERTS: Objection.
20 BY MR. BAUM: 20 THE WITNESS: | would say that needs to
21 Q. Okay. Sodo you know who the target 21 be taken into consideration.
22 audience was for the CIT-MD-18 study report? 22 BY MR. BAUM:
23 MR. ROBERTS: Objection. 23 Q. Soit'safactor to takeinto
24 THE WITNESS: FDA. 24 consideration?
Page 207 Page 209
1 BY MR. BAUM: 1 MR. ROBERTS: Objection.
2 Q. Didthe FDA decide whether to approve 2 THE WITNESS: Yes.
3 Forest'srequest for a Lexapro pediatric major 3 BY MR. BAUM:
4 depressive disorder indication partialy on the basis 4 Q. Anditisanimportant factor, isn't it?
5 of the study report for CIT-MD-18? 5 MR. ROBERTS: Objection.
6 MR. ROBERTS: Objection. 6 THE WITNESS: It'safactor.
7 THEWITNESS: CIT-MD-18 wasfiledin 7 BY MR. BAUM:
8 support of the Lexapro -- of the Lexapro child 8 Q. Let'sgoto Page 100, whichisTable
9 and adol escent depression indication. 9 3.1
10 BY MR. BAUM: 10 Soif you look at Table 3.1 it saysthe
11 Q. If they accepted this characterization 11 Primary Efficacy, Change from Baselinein CDRS-R, do
12 of the P-value shift from .038 to .052 not being 12 you seethat, after 8 Weeks.
13 substantial, they would have been misled, right? 13 A. Yes
14 MR. ROBERTS: Objection. 14 Q. If you add the patients up there, you'll
15 THE WITNESS: No. 15 seethat there's 85 placebo and 89 citalopram patients,
16 BY MR. BAUM: 16 correct?
17 Q. Hadanimpact on the validity of the 17 A. Yes
18 outcome, correct? 18 Q. And that added up to 174, correct?
19 MR. ROBERTS: Objection. 19 A. | agree
20 THE WITNESS. What had an impact on the |20 Q. Sothistableincluded the patients who
21 validity? 21 had the dispensing error, right?
22 BY MR. BAUM: 22 MR. ROBERTS: Objection.
23 Q. The shift from P-value of .038 to .052. 23 THE WITNESS: | would assume so.
24 MR. ROBERTS: Objection. 24 BY MR. BAUM:
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1 Q. Do you know why this table was included 1 BY MR. BAUM:
2 asaprimary efficacy outcome and not Appendix Table 6? | 2 Q. Becauseit'snot substantial --
3 MR. ROBERTS: Objection. 3 MR. ROBERTS: Objection.
4 THE WITNESS: BecausethisisthelTT 4 BY MR. BAUM:
5 population. 5 Q. --peryou?
6 BY MR. BAUM: 6 A. What's not substantial ?
7 Q. Allright. Sotherewasavalidity 7 Q. Toinclude eight patients whose outcomes
8 problem with some of those patients, though, correct? 8 were questionably valid?
9 MR. ROBERTS: Objection. 9 MR. ROBERTS: Objection.
10 THE WITNESS: The validity of those 10 THE WITNESS: | would agree that the
11 patients, those patients' blind was potentially 11 difference in the results was not substantial,
12 compromised, yes. 12 yes.
13 BY MR. BAUM: 13 BY MR. BAUM:
14 Q. Sowhy not just exclude those? 14 Q. Okay. Sothat'skind of answering a
15 MR. ROBERTS: Objection. 15 different question than what | asked. Shouldn't there
16 THE WITNESS: Well, that was the purpose 16 be an asterisk of some form on Table 3.1 to indicate
17 of the other table. 17 that it includes patients whose outcomes may have not
18 BY MR. BAUM: 18 been valid because they were unblinded at baseline?
19 Q. Waéll, the purpose could also be that 19 MR. ROBERTS: Objection, callsfor
20 that other table could have been the primary efficacy 20 speculation.
21 outcome, and this could have -- this Table 3.1 could 21 THE WITNESS: Yeah, well, that's-- |
22 have beenin Appendix 6 as additional information, 22 don't know.
23 correct? 23 BY MR. BAUM:
24 MR. ROBERTS: Objection. 24 Q. That would have been amorevalid
Page 211 Page 213
1 THE WITNESS: Wéll, the protocol 1 presentation, wouldn't it?
2 specifiesan ITT population, so excluding the 2 MR. ROBERTS: Objection.
3 patients, excluding those patients would not 3 THE WITNESS: The presence of a
4 have been consistent with the analysis, the 4 potential -- potentially unblinding protocol
5 population group defined in the protocol, or 5 violation should be -- should be presented in
6 you would have had to amend the protocol. 6 the study report. That it should be presented
7 BY MR. BAUM: 7 in this table seems pretty -- | don't know.
8 Q. Do amendments get done to correct 8 BY MR. BAUM:
9 mistakes? 9 Q. Waéll, youwouldn't know by looking at
10 MR. ROBERTS: Objection. 10 this?
11 THE WITNESS: It's possibleto amend a 11 MR. ROBERTS: Hold on. Hewasn't --
12 protocol, yes. 12 were you done with your answer?
13 BY MR. BAUM: 13 THE WITNESS: | said enough, 1'd say.
14 Q. Tocorrect mistakes, correct? 14 No, | was saying that it should be attached to
15 MR. ROBERTS: Objection. 15 thistable? Not necessarily.
16 THE WITNESS: For any reason,toaddan |16 BY MR. BAUM:
17 efficacy measure or something. 17 Q. Butit could be, right?
18 BY MR. BAUM: 18 MR. ROBERTS: Objection.
19 Q. And do you think it should have been 19 THE WITNESS: | would think it would
20 noted that the primary efficacy measure included these |20 be -- | would think it would be more important
21 eight patients wherever this primary efficacy measure |21 to attach it to the table where you're
22 was disseminated? 22 excluding the patients. Thisisa
23 MR. ROBERTS: Objection. 23 comprehensive table, the entire ITT population.
24 THE WITNESS: No. 24 BY MR. BAUM:
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1 Q. Yeah, but by looking at this, you don't 1 nine unblinded patientsincluded in that data, correct?
2 know whether or not there's unblinded patients 2 MR. ROBERTS: Objection.
3 included, do you? 3 THE WITNESS: Oh, no, | don't know that.
4 MR. ROBERTS: Objection. 4 How do I know that?
5 THE WITNESS: ThisistheentireITT 5 BY MR. BAUM:
6 population. 6 Q. By looking at the manuscript, did it
7 BY MR. BAUM: 7 have any reference to those eight or nine patients
8 Q. Yeah. Soyou don't know whether or not | 8 being excluded?
9 the unblinded patients are included by looking at this | 9 MS. KIEHN: Show him the document.
10 table, do you? 10 THE WITNESS: | don't know.
11 MR. ROBERTS: Objection. 11 BY MR. BAUM:
12 THE WITNESS: By looking at thistable, |12 Q. Okay. Doyouthink Table3.1isavalid
13 do | -- well, | guess | do based on the 13 representation of the intent-to-treat analysis, even
14 numbers. Me, yes. 14 though it included patients who had been subject to a
15 BY MR. BAUM: 15 dispensing error at baseline?
16 Q. Okay. Sointhe MD-18 publicationin 16 MR. ROBERTS: Objection.
17 the American Journal of Psychiatry where it reports |17 THE WITNESS: Yes.
18 thisinformation from Table 3.1, isthere any way of |18 BY MR. BAUM:
19 telling that eight or nine of those patients had been |19 Q. They were unblinded at baseline before
20 subject to adispensing error? 20 their first evaluation, why should they beincluded in
21 MR. ROBERTS:. Objection. 21 the patient population at that point?
22 THE WITNESS: | don't know. | haven't |22 MR. ROBERTS: Objection, testifying.
23 seen that paper. 23 THE WITNESS: | don't know that the
24 BY MR. BAUM: 24 patients can be identified as unblinded. 1'd
Page 215 Page 217
1 Q. You'venever seenit? 1 say the blind was potentially compromised. The
2 MR. ROBERTS: Objection. 2 validity of the blind for those patients was
3 A. | don't know. 3 open to question.
4 BY MR.BAUM: 4 BY MR. BAUM:
5 Q. Youweren't shown it yesterday? 5 Q. For both the patients and the
6 MR. ROBERTS: Objection. 6 investigators, correct?
7 MS. KIEHN: Don't answer. 7 MR. ROBERTS: Objection.
8 MR. BAUM: You'reinstructing him not to 8 THE WITNESS: At some point the
9 answer whether or not he saw the MD-18 9 investigators received potentially unblinding
10 manuscript published in the American Journal of 10 information.
11 Psychiatry? 11 BY MR. BAUM:
12 MS. KIEHN: Yesterday, yes. 12 Q. Allright. Sofrom your perspective,
13 MR. BAUM: Realy? 13 it'sscientifically appropriate to count patients who
14 MS. KIEHN: Mm-hmm, unlessit refreshed 14 have been exposed to unblinding information prior to
15 his recollection about something. 15 their first evaluation at Week 1, even though that
16 MR. ROBERTS: If it refreshed your 16 exposure occurred at baseline prior to the evaluation?
17 recollection about a particular thing, you 17 MR. ROBERTS: Objection.
18 could answer, unless, no. 18 THE WITNESS: No, | don't think patients
19 THE WITNESS: What's the question? 19 should be exposed to unblinding information.
20 BY MR. BAUM: 20 BY MR. BAUM:
21 Q. Inthe MD-18 manuscript published in the 21 Q. It compromises the validity of the
22 American Journal of Psychiatry, which reported thedata |22 outcome?
23 from Table 3.1 as the primary efficacy measure, you 23 MR. ROBERTS: Objection.
24 weren't ableto tell whether or not there were eight or 24 THE WITNESS: It can potentially
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Page 218
undermine the validity.
BY MR. BAUM:
Q. Let'sgotoPage 63, Section"7.0
Changes in the Conduct of the Study and Planned
Analyses."
In the last paragraph there it says,
"Nine patients (Patients 105, 113, 114, 505, 506, 507,
509, 513 and 514) were mistakenly dispensed 1 week of
medication with potentially unblinding information
(tablets had an incorrect color coating).”
Do you see that?

A. Dol seethat, yes.

Q. Didyou writethat?
A. | don't know.
Q. "Therefore, in addition to the analysis

specified in Section 6.4.1 for the primary efficacy

© 0O N O g b~ W N P
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Page 220
valid intent-to-treat popul ation?
MR. ROBERTS: Objection.
THE WITNESS: No.
BY MR. BAUM:
Q. Doyou consider it more valid than the
Table 3.1 with the unblinded patients included?
MR. ROBERTS: Objection.
THE WITNESS: No.
BY MR. BAUM:
Q. Youdon't consider it more valid?
MR. ROBERTS: Objection.
THE WITNESS: No.
BY MR. BAUM:
Q. You consider them equally valid?
MR. ROBERTS: Objection.
THE WITNESS: | think this should be

17 parameter, a post-hoc analysiswas performed onan ITT |17 examined.
18 subpopulation that excluded these 9 patients.” 18 BY MR. BAUM:
19 Do you see that? 19 Q. Bywhom?
20 A. Yes 20 A. By anyone reviewing this study.
21 Q. Doyourecall the origin of the language 21 Q. By thisyou'rereferring to Appendix
22 "potentially unblinding information"? 22 Table 6, correct?
23 MR. ROBERTS: Objection. 23 A. Yes
24 THE WITNESS: No. 24 Q. Let'sgo to Page 83 of the study report
Page 219 Page 221
1 BY MR. BAUM: 1 under "Vaidity."
2 Q. Thepost-hoc andysisreferredtoin 2 Y ou see that?
3 this paragraph was Table 6 in the appendix, correct? 3 A. Yes.
4 MR. ROBERTS: Objection. 4 Q. It says, "The study was designed to
5 BY MR. BAUM: 5 provide avalid, prospectively randomized, double-blind
6 Q. It'sat Page 244, if you want to take a 6 comparison of the treatment effects of citalopram and
7 look at it. 7 placebo.”
8 A. Here? 8 Do you see that?
9 Q. Yeah 9 A. Yes
10 A. The same one we were just looking at? 10 Q. Andit says, "A medication packaging
11 Q. Wewerejust looking at Table 3.1, but 11 error partially compromised the study blind for 9 of
12 |I'masking you to take alook at Appendix Table 6, 12 the 174 patients. Post-hoc analysis excluding these
13 whichisat 244, page 244. Appendix Table 6 istheone |13 patients supported the results from the intent-to-treat
14 that had the patients excluded. 14 analysis. It isconcluded that the study results are
15 A. ITT subpopulation, okay. 15 valid and interpretable.”
16 Q. Okay. Soisthat Appendix Table 6 the 16 Did | read that correctly?
17 post-hoc analysisthat isreferred to here on Page 637 17 A. Yes.
18 MR. ROBERTS: Objection. 18 Q. Sothelinethe post-hoc analysis
19 THE WITNESS: I'm not sure. Asyou 19 excluding these patients supported the results from the
20 pointed out, | guess the numbers are off, but | 20 intent-to-treat analysisis actualy not true, right?
21 assume so. 21 MR. ROBERTS: Objection.
22 BY MR. BAUM: 22 THE WITNESS: It's actually not true,
23 Q. Doyou think that Table 6 actually 23 right? How am | supposed to answer that
24 represented a more correct efficacy analysis for the 24 question?
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1 BY MR. BAUM: 1 THE WITNESS: It failed to achieve
2 Q. Okay. Soit'snot accurate for this 2 statistical significance based on the criterion
3 lineto say "post-hoc analysis excluding these patients | 3 of .05.
4 supported the results from the intent-to-treat 4 BY MR. BAUM:
5 anaysis'? 5 Q. Isthat why the results were put in
6 MR. ROBERTS: Objection. 6 Appendix 6, were rel egated to appendix and were not
7 THE WITNESS: That Table 6 was 7 reported as the primary outcome results?
8 supportive, the results were supportive of the 8 MR. ROBERTS: Objection.
9 conclusion that study was showing treatment 9 THE WITNESS: The placement of the
10 effect. 10 table, are you suggesting that the placement --
11 BY MR. BAUM: 11 what are you suggesting?
12 Q. A statistically significant treatment 12 BY MR. BAUM:
13 effect? 13 Q. Wadll, Appendix Table 6 was placed in the
14 MR. ROBERTS: Objection. 14 appendix because it had a P-value that was above .050
15 THE WITNESS:. No. It faledtoachieve |15 and was not supportive of a positive outcome?
16 the nominal .05 criterion of statistical 16 MR. ROBERTS: Objection.
17 significance. 17 THE WITNESS: It looks to me that
18 BY MR. BAUM: 18 Appendix 6, that it was placed in the appendix
19 Q. Sothat to some degree contradicts the 19 because it was a subpopulation analysis.
20 assertion that the study results were statistically 20 Aren't al the tables in the appendix?
21 significant, correct? 21 MR. BAUM: No. Table3.1isin the body
22 MR. ROBERTS: Objection. 22 of the report.
23 THE WITNESS: I'd say it's supportive. 23 MR. ROBERTS: Objection, it'sa
24 It might undermine the robustness. 24 Statement.
Page 223 Page 225
1 BY MR. BAUM: 1 BY MR. BAUM:
2 Q. And undermine robustnessis something 2 Q. Appendix Table 6 was relegated to not
3 that ought to have been conveyed to physicians and 3 being the primary outcome result because it had a
4 academics evaluating the merits of Study 18, correct? | 4 P-value above .050, correct?
5 MR. ROBERTS: Objection. 5 MR. ROBERTS: Objection.
6 THEWITNESS: It's-- I'd stay it'sa 6 THE WITNESS: No.
7 matter of how much information isto be 7 BY MR. BAUM:
8 conveyed. 8 Q. Wasthere some concern about the
9 BY MR. BAUM: 9 reporting it asa primary outcome measure because of
10 Q. It'sanimportant piece of information? 10 jts P-value?
11 MR. ROBERTS: Objection. 11 MR. ROBERTS: Objection.
12 THE WITNESS: Important? Totheextent |12 THE WITNESS: Not that | know of.
13 that everything in the study report is 13 BY MR. BAUM:
14 important, yes. 14 Q. Same herein Page 83, that post-hoc
15 BY MR. BAUM: 15 analysis excluding these patients supported the results
16 Q. Waédll, the .052 P-value was a hegative 16 from theintent-to-treat analysis; that was misleading,
17 result, not a positive one, correct? 17 wasn'tit?
18 MR. ROBERTS: Objection. 18 MR. ROBERTS: Objection.
19 THE WITNESS: Y ou know, negativeisin |19 THE WITNESS: | think that's accurate.
20 my vocabulary not alegitimate description of 20 BY MR. BAUM:
21 the finding. 21 Q. It'saccurate to say that the post-hoc
22 BY MR. BAUM: 22 analysis excluding these patients supported the results
23 Q. Itwasnot apositive one, correct? 23 from the intent-to-treat analysis?
24 MR. ROBERTS: Objection. 24 A. Yes.
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Page 228

1 MR. ROBERTS: Objection. 1 Q. Wwadl,itwasin--right hereit says,
2 BY MR. BAUM: 2 itisconcluded that the study results are valid and
3 Q. BecauseaP-valueof .052 supportsthe | 3 interpretable. That'sin the report that you approved
4 positive outcome for the trial, correct? 4 and may have even written thisline.
5 MR. ROBERTS: Objection. 5 A, Mm-hmm.
6 BY MR. BAUM: 6 MR. ROBERTS: Objection.
7 Q. Isthat what you're are saying? 7 BY MR. BAUM:
8 A. Becausethe difference between thetwo | 8 Q. Doeshaving eight unblinded patients
9 analysesin outcome were minimal in magnitude. 9 included in the primary efficacy measure affect the
10 Q. Buttheonewas statistically 10 validity or interpretability of the study?
11 significant and the other wasn't, correct? 11 MR. ROBERTS: Objection, asked and
12 MR. ROBERTS: Objection. 12 answered.
13 THE WITNESS: One -- the secondary |13 THE WITNESS: I'd say it'srelevant.
14 analyses did not meet the criterion on the 14 BY MR. BAUM:
15 .05 -- less than .05 criterion for statistical 15 Q. Inwhat way?
16 significance. 16 A. Inthat their potential unblinding needs
17 BY MR. BAUM: 17 to be considered.
18 Q. Sowhenit did not meet the criterion 18 MR. BAUM: We're going to take a short
19 for statistical significance, it failed to support the |19 break.
20 positive outcome asserted by Table 3.1, correct? |20 THE VIDEOGRAPHER: We will be going off
21 MR. ROBERTS:. Objection, askedand |21 the record at 12:07 p.m. This marks the end of
22 answered multiple times. 22 Media5.
23 THE WITNESS: It's supportivein terms |23 (Brief recess.)
24 of the mean effect that was observed. 24 THE VIDEOGRAPHER: We are back on the
Page 227 Page 229
1 BY MR. BAUM: 1 record at 12:17 p.m. This marks the beginning
2 Q. But not supportive with respect to the 2 of Media6.
3 P-value, correct? 3 Go ahead, counselor.
4 MR. ROBERTS: Objection. 4 BY MR. BAUM:
5 THE WITNESS: It'snot identical in 5 Q. Okay. Weregoing to start going over
6 terms of the P-value. If one focuses 6 some of the secondary outcome measures for MD-18.
7 exclusively on the .05 level asayesor no 7 Do you recall that the secondary outcome
8 criterion, then it's not -- then obvioudly it's 8 measures were each negative for MD-18?
9 not the same. 9 MR. ROBERTS: Objection.
10 BY MR. BAUM: 10 THE WITNESS: No.
11 Q. Andsoit'snot supportive? 11 BY MR. BAUM:
12 MR. ROBERTS:. Objection, asked and 12 Q. Do you dispute whether or not they were
13 answered, requires speculation. 13 negative?
14 THE WITNESS. Tomy mind, it'sclearly |14 MR. ROBERTS: Objection.
15 supportive because it's the difference is 15 THE WITNESS: Excuse me?
16 numerically trivial. 16 BY MR. BAUM:
17 BY MR. BAUM: 17 Q. Do you dispute whether or not they were
18 Q. Doesincluding these eight unblinded 18 negative, or you just don't recall it?
19 patients affect whether or not the trial was 19 MR. ROBERTS: Objection.
20 interpretable? 20 THE WITNESS: | don't recall.
21 MR. ROBERTS: Objection. 21 BY MR. BAUM:
22 THE WITNESS: Wéll, interpretable, aswe |22 Q. | thought you were going to say more.
23 previously discussed, is an ill-defined term. 23 A. | don't recal the secondary efficacy
24 BY MR. BAUM: 24 outcome measure results.
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1 Q. Let'sgotoPagel01, Table3.2. This 1 forward analysis of the CGI Improvement Scale
2 jsthe statistical table reflecting the secondary 2 at the end of Week 8 failsto achieve the
3 endpoint of "CGI Improvement after 8 weeks," correct? | 3 criteriaof .05 statistically significant
4 A. Yes 4 level.
5 Q. Andthischart isdated October 30th, 5 BY MR. BAUM:
6 2001. Do you seethat, up at the top right? 6 Q. Let'sgoto the next page 102, whichis
7 A. Yes 7 Table 3.3, and thisis the secondary efficacy measure
8 Q. AndtheP-valuelisted for the 8 for "Change from Baseline in CGI Severity after 8
9 difference between Celexa and placebo at Week 8is 9 weeks."
10 257, correct? 10 Do you see that?
11 A. Yeah. 11 A. Yes.
12 Q. Andthat'snot statistically 12 Q. And do you see the P-value over on the
13 significant, isit? 13 right thereis .266?
14 MR. ROBERTS: Objection. 14 A. Yes.
15 THE WITNESS: It's above the criteria 15 Q. Andthat's not statistically significant
16 for statistically significant difference. 16 either, isit?
17 BY MR. BAUM: 17 MR. ROBERTS: Objection.
18 Q. Sothat'snot statistically significant, 18 THE WITNESS: The P-value .266 does not
19 isit? 19 meet the criterion for statistical significance
20 MR. ROBERTS: Objection. 20 of .05.
21 THE WITNESS: It failsto achieve 21 BY MR. BAUM:
22 statistical significance. 22 Q. Sothe secondary endpoint of CGlI
23 BY MR. BAUM: 23 severity was not positive for efficacy, wasit?
24 Q. Yeah, that meansit's not statistically 24 MR. ROBERTS: Objection.
Page 231 Page 233
1 significant, correct? 1 THE WITNESS: Inthe analysisat Week 8
2 MR. ROBERTS: Objection. 2 of the I TT population using last observation
3 THE WITNESS: | would not call it 3 carried forward approach, the P-value for the
4 insignificant or not statistically significant. 4 difference between the placebo and citalopram
5 | would say it fails to achieve the criterion. 5 groups failed to achieve a statistically
6 BY MR. BAUM: 6 significant level of .05.
7 Q. Okay. So the secondary endpoint of CGI 7 BY MR. BAUM:
8 improvement was negative for efficacy, correct? 8 Q. Let'sgotothenexttable, Table 3.4 on
9 MR. ROBERTS: Objection. 9 Page 103, and you see thisis the secondary outcome for
10 THE WITNESS: No. | mean, you're 10 the CGAS secondary efficacy measure.
11 talking about one analysisand the ITT 11 Do you see that?
12 population using the last observation carried 12 A. Yes
13 forward. 13 Q. AndtheP-vauethereis.3009.
14 BY MR. BAUM: 14 Do you see that?
15 Q. It'snot a positive outcome? 15 A. Yes | do.
16 MR. ROBERTS: Objection. 16 Q. Andthat'snot statistically
17 THE WITNESS: What is not a positive 17 dignificant, correct?
18 outcome? 18 MR. ROBERTS: Objection.
19 BY MR. BAUM: 19 THE WITNESS: | would say that the
20 Q. .257. 20 difference between the citalopram and placebo
21 MR. ROBERTS: Objection. 21 treatment groupsin the ITT population using
22 THE WITNESS: The difference between the |22 the last observation carried forward approach
23 placebo and citalopram groupsinthe ITT 23 at Week 8 on the CGAS scalefailsto achieve
24 population using the last observation carried 24 the criterion of .05 in thisanalysis.
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BY MR. BAUM:
Q. Okay. And let'sgo over to the next
page for the secondary efficacy measure of "Change from
Baseline in K-SADS-P Depression Module after 8 weeks."
Do you see that?
Yes.
And the P-value for that oneis.105?
Yes.
Q. Andthat'snot statistically
significant, isit?
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Page 236
less than .05 was not found on these measures
in the Week 8 analysis of these variables
comparing to the citalopram treatment groupsin
the ITT population using the last observation
carried forward approach at Week 8.

BY MR. BAUM:
Q. Didyou write this sentence?
MR. ROBERTS: Objection.
THE WITNESS: | don't know.
BY MR. BAUM:

11 MR. ROBERTS: Objection. 11 Q. This sentence suggests that the
12 THE WITNESS: | would say that the 12 differences between Celexa and placebo for the
13 analysis of the K-SADS-P depression modulein 13 secondary endpoints of CGl-I, CGI-S and CGAS were
14 the ITT population using the last observation 14 statistically significant, doesn't it?
15 carried forward approach at Week 8 does not 15 MR. ROBERTS: Objection,
16 achievein its treatment effect comparing 16 mi scharacterizes the document.
17 citalopram versus placebo the statistically 17 THE WITNESS: Excuse me. Can you repeat
18 significant level of .05. 18 it?
19 BY MR. BAUM: 19 BY MR. BAUM:
20 Q. And that wastrue for al of the 20 Q. This sentence suggests that the
21 secondary outcomes, correct? 21 differences between Celexa and placebo for the
22 MR. ROBERTS: Objection. 22 secondary endpoints were statistically significant,
23 THE WITNESS: That seemed to be the case 23 doesn'tit?
24 for the ones that we just looked at. 24 MR. ROBERTS: Renew my objection.
Page 235 Page 237
1 BY MR. BAUM: 1 THE WITNESS: Thisindicates to me that
2 Q. Okay. Let'stake alook at Page 72 2 significant differences on the secondary
3 under "Efficacy Conclusions," the second paragraph, it | 3 treatment variables, secondary assessment
4 says, significant differences -- let me wait for you to 4 variable were observed in the study, yes.
5 get there. Soit saysin the second paragraph under 5 BY MR. BAUM:
6 Efficacy Conclusions, Section 10.5. 6 Q. That's contradicted by what we just
7 Do you see that? It's significant 7 looked at in the tables we just went over, Tables 3.2
8 differences, second paragraph. 8 to 3.5 for the Week 8 P-values, correct?
9 A. Isitthewrong page? 9 MR. ROBERTS: Objection.
10 MR. ROBERTS: Y eah, that's the page. 10 THE WITNESS: Yes. Inthose particular
11 Michael isright here. 11 analyses that we looked at, the significance of
12 THE WITNESS:. Okay. 12 it was not below .05.
13 BY MR. BAUM: 13 BY MR. BAUM:
14 Q. Soit sayssignificant differences, P 14 Q. Sothissentence, as phrased, is
15 |essthan 0.05, indicative of greater improvement in 15 misleading because it suggests the secondary endpoints
16 citalopram patients than placebo patients were also 16 were positive when they were actually negative, right?
17 observed on the CGI-I, CGI-S and CGAS. 17 MR. ROBERTS: Objection.
18 Do you see that? 18 THE WITNESS: My assumption is that this
19 A. Yes. 19 sentence reflects other analyses that were
20 Q. That's contradictory to what we just 20 conducted that did show significant
21 read asthe eight-week outcomes for those secondary |21 differences.
22 outcome measures; isn't it? 22 BY MR. BAUM:
23 MR. ROBERTS: Objection. 23 Q. Itdoesn't reflect that at Week 8 it was
24 THE WITNESS: A significant difference 24 negative, though, doesit?
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Page 240

1 MR. ROBERTS: Objection. 1 case anaysisat Week 1 is every patient who
2 THE WITNESS: This sentence clearly is 2 had a Week 1 assessment, and case analysis Week
3 not referring to that Week 8 endpoint LOCF ITT 3 4 isevery patient who had a Week 4 assessment.
4 analysis that we looked at. 4 BY MR. BAUM:
5 BY MR. BAUM: 5 Q. Sotheobserved cases analysis at Week 8
6 Q. Soit'smideadingif it's suggested 6 would be the people who finished -- actually finished
7 that the greater improvement was statistically 7 thetrial?
8 dignificant? 8 MR. ROBERTS: Objection.
9 MR. ROBERTS: Objection. 9 THE WITNESS: Who actually had an
10 THE WITNESS: If this sentence were to 10 assessment at Week 8, whether or not they
11 suggest that the Week 8 endpoint, LOCF ITT 11 finished the trial.
12 analysis using last observation carried forward 12 BY MR. BAUM:
13 at Week 8 for these variables, if this-- then 13 Q. So there were some patients that maybe
14 that would be misleading, if it said that. 14 dropped off at Week 2 or Week 3 or Week 4 for whom they
15 BY MR. BAUM: 15 had scores and evaluations prior to their dropping out,
16 Q. Okay. Solet'sgoto Page 69. Under 16 and their scores were carried forward to Week 8,
17 Section 10.1, the second paragraph from the bottom 17 correct?
18 starting with "analyses." 18 MR. ROBERTS: Objection.
19 A. Yes 19 BY MR. BAUM:
20 Q. Itsays, "Anayses using the OC approach 20 Q. Thosewerethelast observation carried
21 likewise demonstrated significantly greater improvement |21 forward?
22 inthe citalopram group compared to the placebo group, |22 THE WITNESS: For the LOCF, yes.
23 with significant citalopram-placebo differences (p0.05) |23 BY MR. BAUM:
24 observed at Weeks 1, 4 and 6 (Table 4.1B)." 24 Q. Right. And these patients, observed
Page 239 Page 241
1 Do you see that? 1 casesare people who actually made it through al eight
2 A. Yes. 2 analyses, correct?
3 Q. Andthat OC stands for the observed 3 MR. ROBERTS: Objection.
4 cases analysis, correct? 4 THE WITNESS: No, that's not my
5 A. Yes 5 understanding of the observed cases. Observed
6 MR. ROBERTS: Objection. 6 cases at Week 4 is any patient who was there
7 BY MR. BAUM: 7 Week 4.
8 Q. And that'sthe people who actually 8 BY MR.BAUM:
9 finished thetria, correct? 9 Q. Yeah, and so at Week 8, it would be any
10 MR. ROBERTS: Objection. 10 patient who was there at Week 8, correct?
11 THE WITNESS: No. 11 MR. ROBERTS: Objection.
12 BY MR. BAUM: 12 THE WITNESS: Yes.
13 Q. It'snot the people who actually 13 BY MR. BAUM:
14 completed through eight weeks? 14 Q. Sothey would be the people who actually
15 MR. ROBERTS: Objection. 15 finished getting through to Week 8, correct?
16 THE WITNESS: No. 16 MR. ROBERTS: Objection.
17 BY MR. BAUM: 17 THE WITNESS: Who -- to my mind it would
18 Q. Whatisit? 18 be people who appeared for an assessment at
19 A. Observed casesis patients who were 19 Week 8, yes, or were assessed at Week 8.
20 actually assessed. 20 BY MR. BAUM:
21 Q. From Weeks 1 through Weeks 8, right? 21 Q. Okay. So hereit suggests that there
22 MR. ROBERTS: Objection. 22 were statistically significant outcomes at Weeks 1, 4
23 THE WITNESS: No. My understanding of |23 and 6, correct?
24 the observed case analysisis that an observed 24 MR. ROBERTS: Objection.
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Page 242 Page 244
1 THE WITNESS: For OC on whatever. 1 8.
2 BY MR. BAUM: 2 BY MR. BAUM:
3 Q. For the observed cases? 3 Q. SotheWeek 2 had aP-vaue of .6;
4 A. Okay. 4 that's above .05 aswell, right?
5 Q. Right there, that paragraph. "With 5 MR. ROBERTS: Objection.
6 significant citalopram-placebo differences (p0.05) 6 THE WITNESS: Yes.
7 observed at Weeks 1, 4 and 6." 7 BY MR. BAUM:
8 Do you see that? 8 Q. Andthisisabit misleading with
9 A. Yes 9 respect to the endpoint for observed cases, isn't it?
10 Q. Doesit reference Week 8? 10 MR. ROBERTS: Objection.
11 A. No, nor Week 2. 11 THE WITNESS: Endpoint isaword that's
12 Q. Solet'stakealook at Page 110, which 12 not so often used with observed cases.
13 isTable4.1B, and if you go over to the next page -- 13 Observed casesiswhoever isthere. | mean,
14 well, first off, Table 4.1B isthe Change from Baseline |14 endpoint kind of linksin, in my mind, with
15 py Visit for CDS-- CDRS-R ITT population - Observed | 15 LOCF analyses.
16 Cases. 16 BY MR. BAUM:
17 Do you see that? 17 Q. Soyoudon't think it's misleading to
18 A. Yes 18 have omitted that the Week 8 was negative?
19 Q. Sothisisthetable that represents the 19 MR. ROBERTS: Objection.
20 outcomes discussed back here at what we were just 20 THE WITNESS: No, | do not.
21 reading about observed cases, correct? 21 MR. BAUM: Let'sgo to the next
22 MR. ROBERTS: Objection. 22 document, Exhibit 12.
23 THE WITNESS: | believe so. 23 MR. ROBERTS: Arewe donewith 11 or
24 BY MR. BAUM: 24 should | keep it?
Page 243 Page 245
1 Q. Andif you go to the next page to see 1 MR. BAUM: WEe'e going to come back to
2 what the Week 8 outcomeis, you see the P-value there | 2 it.
3 0.167, correct? 3 (Document marked for identification as
4 A. Yes 4 Flicker Deposition Exhibit No. 12.)
5 Q. That'snot statistically significant, is 5 BY MR. BAUM:
6 it? 6 Q. ThisisMDL-FOREMO0009717, and thisisan
7 MR. ROBERTS: Objection. 7 e-mail string dated August 10 to August 13 between Bill
8 THE WITNESS:. That failsto achieve the 8 Heydorn, Christina Goetjen, Mary Prescott and says "RE:
9 .05 criterion of statistical significance. 9 stop the presses.”
10 BY MR. BAUM: 10 Do you see that?
11 Q. Andthat's different than what was said 11 A. Yes
12 back herein the study report at Page 69, whereit said |12 Q. Weveaready -- do you recall who
13 there was asignificant difference, correct? 13 Christina Goetjen is?
14 MR. ROBERTS: Objection. 14 A. Sheworked at Lundbeck.
15 THE WITNESS: No. 15 Q. At Lundbeck?
16 BY MR. BAUM: 16 A. No?
17 Q. You'reat Page 69? 17 Q. No, I think she was -- you don't --
18 A. Yes. 18 A. I'mdoing my best.
19 Q. Sothere's no mention of the negative 19 Q. Yeah, okay, | know. That'sfine.
20 result at Week 8 for the observed cases analysis, is 20 If you come down alittle further on the
21 there? 21 page, you'll see Christina Goetjen, product manager,
22 MR. ROBERTS: Objection. 22 Celexa
23 THE WITNESS: This paragraph doesnot -- |23 Do you see that?
24 does not refer to the results at Week 2 or Week 24 A. Yes
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1 Q. Doyou recall her actually working for 1 MR. ROBERTS: Objection.
2 someone like Forest? 2 THE WITNESS: That's what she's stating
3 MR. ROBERTS: Objection. 3 here.
4 THE WITNESS: No, I'm sorry. | assumed 4 BY MR. BAUM:
5 possibly just based on her name, but the name 5 Q. And then shewritesto Bill Heydorn to
6 did sound familiar, so | assumed shewas a 6 stop the presses because she believes that there's
7 Lundbeck personnel, because | certainly don't 7 positive data to promote from CIT-MD-18, right?
8 remember her as a Forest personnel. 8 MR. ROBERTS: Objection.
9 BY MR. BAUM: 9 THE WITNESS: Yeah, | don't know what
10 Q. Do you recall encountering someone named |10 she's referring to.
11 Christina Goetjen while you were working at Forest? |11 BY MR. BAUM:
12 A. No, | definitely don't recall that. 12 Q. Yourecall that she was involved with
13 Q. Andyou see Mary Prescott there? 13 helping get marketing done for Forest?
14 A. Cc'dor something. 14 MR. ROBERTS: Objection.
15 Q. Yeah, she's-- and one of the e-mailsa 15 THE WITNESS: Shewas -- she was hired
16 little further down from Christina Goetjen to Mary 16 by marketing, | believe.
17 Prescott, Bill Heydorn. 17 BY MR. BAUM:
18 A. Yes 18 Q. Doestheclaim that citalopramis
19 Q. Do you recall who Mary Prescott is? 19 dignificantly different from placebo, P less than .05,
20 A. Yes 20 at al time pointsin the CDRS-R, the primary efficacy
21 Q. Whoisshe? 21 measure, depend on whether or not the unblinded
22 A. Sheheaded amedical communications 22 patients are included in the analysis?
23 agency. 23 MR. ROBERTS: Objection.
24 Q. That was contracted by Forest -- 24 THE WITNESS: I'm not sure what she's
Page 247 Page 249
1 MR. ROBERTS: Objection. 1 referring to here.
2 BY MR. BAUM: 2 BY MR. BAUM:
3 Q. --todowork on MD-18? 3 Q. Doesthedate August 10, 2001 ring a
4 A. | can'tsay | particularly remember her 4 bell for when the -- these tables were run for the
5 working on MD-18, but, certainly, she -- certainly, she 5 primary efficacy analysesfor CIT-MD-18?
6 worked on Celexa. 6 MR. ROBERTS: Objection.
7 Q. Okay. Soif you go over to the second 7 THE WITNESS: No.
8 page of this, and we're going to follow the e-mail 8 BY MR. BAUM:
9 string from the back forward, so the first oneis sent 9 Q. Yourecall that we just went through the
10 Friday, August 10, 2001 to Bill Heydorn, Mary Bunker -- | 10 study report and that with the unblinded patients
11 Mark Bunker, sorry, Jeff Lawrence and Christina 11 included, you had a P-value of .038 and with them
12 Goetjen, a CC to Natasha Mitchner, and the subject is 12 excluded it was .052, correct?
13 stop the presses, and it says here, Charlie Flicker 13 MR. ROBERTS: Objection.
14 just faxed to me some data from the citalopram 14 THE WITNESS: There were some patients
15 pediatric efficacy study. Whilel can't tell if this 15 for whom the blind was potentially compromised.
16 isintent to treat or observed cases, citalopramis 16 BY MR. BAUM:
17 dgnificantly different from placebo, P less than .05, 17 Q. And with them included, the P-value was
18 at all time points on the CDRS-R, the primary efficacy 18 .038 on the CDRS-R, and with them excluded the P-value
19 measure. 19 was.052, correct?
20 Do you see that? 20 MR. ROBERTS: Objection.
21 A. Yes 21 THE WITNESS: For the LOCF analysis at
22 Q. Soaccording to Ms. Prescott, you sent 22 Week 8, that appears to be the case.
23 some datato her on the efficacy of citalopram's 23 BY MR.BAUM:
24 CIT-MD-18, right? 24 Q.  Sothe comment that she received
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1 statistically significant data from point -- from 1 significance.
2 placebo with a P-value less than .05 indicatesthat she | 2 BY MR. BAUM:
3 received the .038 numbers, not the .052 numbers, 3 Q. Andthe only result that was less than
4 correct? 4 .05in any of these tables we've looked at was the one
5 MR. ROBERTS: Objection. 5 result that included the patients subject to the
6 THE WITNESS: Wédll, | don't know what 6 dispensing error with the .038 P-value, correct?
7 shereceived. | mean, we saw atablein the 7 MR. ROBERTS: Objection.
8 observed cases analysis where it was not 8 THE WITNESS: No.
9 significant at Week 2 and she's talking about 9 BY MR. BAUM:
10 significant at -- 10 Q. AtWeek 8?
11 BY MR. BAUM: 11 MR. ROBERTS: Objection.
12 Q. There'sonly one statistically 12 THE WITNESS: At Week 8inthe LOCF
13 gignificant number in al of these outcome measures. |13 analysis, the CDRS was .038, yes.
14 The secondaries were al greater than .05. The Table6 |14 BY MR. BAUM:
15 with the patients excluded was greater than .05. The |15 Q. With the unblinded patients included?
16 only one -- al the secondaries were greater than .05. 16 MR. ROBERTS: Objection.
17 Theonly one that's below .05 is that .038 with the 17 THE WITNESS: InthelTT population.
18 patients exposed to the dispensing error included, 18 BY MR. BAUM:
19 correct? 19 Q. That included the nine patients who were
20 MR. ROBERTS: Objection. You're 20 exposed to the dispensing error, correct?
21 testifying and you're mischaracterizing the 21 MR. ROBERTS: Objection, asked and
22 testimony and the document. 22 answered.
23 THE WITNESS: No. 23 THE WITNESS: Yes.
24 BY MR. BAUM: 24 BY MR. BAUM:
Page 251 Page 253
1 Q. I'mnot correct? There was another -- 1 Q. Solet'sgo to Exhibit 13 -- we're going
2 there was another statistically significant outcome 2 toeat food.
3 measure? 3 MR. ROBERTS: Break for food, okay.
4 MR. ROBERTS: Objection. 4 THE VIDEOGRAPHER: We will be going off
5 THE WITNESS: Therewas -- we just saw 5 therecord at 12:43 p.m. This marksthe end of
6 an significant difference at Week 1 on the 6 Media6.
7 observed case analysis of the CDRS. 7 (Luncheon recess.)
8 BY MR. BAUM: 8 (Document marked for identification as
9 Q. Soat Week 8 there were no other -- 9 Flicker Deposition Exhibit No. 13.)
10 there were no positive outcomes greater than -- at Week 10 THE VIDEOGRAPHER: We are back on the
11 8for the secondary outcomes, observed cases and CDRS-R |11 record at 1:05 p.m. This marks the beginning
12 wereadl greater than .05, correct? 12 of Media 7.
13 MR. ROBERTS: Objection. 13 Go ahead, Counselor.
14 THE WITNESS: At Week 8, what analysis? 14 BY MR.BAUM:
15 BY MR. BAUM: 15 Q. Okay. I'mgoing to hand you what we're
16 Q. Week 8, secondary outcomes, observed 16 marking as Exhibit 13, which is MDL-FORP0018664. This
17 cases and CDRS-R with the dispensing error patients 17 isamemorandum from Bill Heydorn to you, James Jin,
18 excluded were all greater than .05 P-values, correct? 18 Julie Kilbane, Paul Tiseo, Jane Wu dated October 17,
19 MR. ROBERTS: Objection. 19 2001 regarding review of first draft of CIT-MD-18 study
20 THE WITNESS: Wéll, we only looked -- 20 report.
21 we've only looked at tables with the LOCF 21 Y ou have to go into the third page to
22 analysisfor the -- for secondary efficacy 22 seethat email. It'sright here, there.
23 variables, and those LOCF analyses at Week 8 23 MR. ROBERTS: The memo you mean?
24 did not achieve the .05 level of statistical 24 MR. BAUM: Y eah, the memo.
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1 BY MR. BAUM: 1 suggested, correct?

2 Q. Anditsaysto Charlie Flicker, do you 2 MR. ROBERTS: Objection.

3 seethat? 3 THE WITNESS: Yes.

4 A. Yes 4 BY MR. BAUM:

5 Q. Andit'sfrom Bill Heydorn, and it says, 5 Q. Soif you goto Page 8 of -- all right.

6 "Attached for your review isthefirst draft of the 6 So at Page 8, at the second to the last

7 CIT-MD-18 study report.” 7 paragraph, there's some lines striking through the

8 Do you see that? 8 second to the last paragraph.

9 A. Yes 9 Do you see that?
10 Q. Doyourecal receiving adraft of the 10 A. Yes.
11 CIT-MD-18 study report? 11 Q. And the paragraph that's being stricken
12 A. No. 12 out has as the second sentence, it says, "If the blind
13 Q. Do you have any reason to doubt that you |13 was broken for any reason, Forest Laboratories was to
14 received this memorandum -- 14 penotified immediately. Any patient for whom the
15 MR. ROBERTS: Objection. 15 plind had been broken was to be immediately
16 BY MR. BAUM: 16 discontinued from the study and no further efficacy
17 Q. -- withthe study report draft? 17 evaluations were to be performed.”
18 A. Waéll, the study report appearsto have 18 Do you see that?
19 my handwriting on it, so if these were associated. 19 A. Yes
20 Q. Doesthisappear to you that these were 20 Q. That'smore or less consistent with the
21 produced in the ordinary course of Forest business? |21 unblinding procedure from the protocol, correct?
22 MR. ROBERTS: Objection. 22 MR. ROBERTS: Objection.
23 THE WITNESS: Yes. 23 THE WITNESS: I'm not sure about that.
24 BY MR. BAUM: 24 Aswe said, it's somewhat -- it's somewhat

Page 255 Page 257

1 Q. Allright. Sothere's some handwriting 1 ambiguous.

2 onthe memo itself at 11/27/01. 2 BY MR. BAUM:

3 Do you see that? 3 Q. Well, take alook at Exhibit 9. It's

4 A. Yes 4 Page 328.

5 Q. Isthat your handwriting? 5 MR. ROBERTS: What page?

6 A. Might be. 6 MR. BAUM: 328.

7 Q. Andthenif you go over to the 7 MR. ROBERTS: Thank you.

8 attachment, you see some strikings out, like there'sa 8 BY MR. BAUM:

9 dtrike out of flexible dose study, pediatric 9 Q. Andit-- inthe Unblinding Procedures
10 depression. 10 intheitalicized portionsit says, "If theblind is
11 Isthat your handwriting? 11 broken for any reason, Forest Laboratories must be
12 A. lthinkitis, yes. 12 notified immediately. Any patient for whom the blind
13 Q. Andif you flip through here, you'll see 13 has been broken will immediately be discontinued from
14 there's some handwriting throughout. 14 the study and no further efficacy evaluations will be
15 Does that appear to be your handwriting? 15 performed.”
16 MR. ROBERTS: Objection. 16 Do you see that?
17 THE WITNESS: Those look like my 17 A. Yes.
18 scribbles. 18 Q. Andthat'smore or lesswhat it says
19 BY MR. BAUM: 19 right herein this paragraph, correct?
20 Q. Sodoesit appear to you that you edited 20 MR. ROBERTS: Objection.
21 thisdraft of CIT-MD-18 study report? 21 THE WITNESS: Yes.
22 A. Provided comments, yes. 22 BY MR. BAUM:
23 Q. Wadll, it looks like there's some things 23 Q. Anditlookslikeyou struck that out.
24 being stricken out and some replacement language being |24 Do you see that?
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1 A. Yes 1 handwriting is, | think you'll see that they're pretty
2 Q. Andthen putinitsplace, there's-- to 2 much the same, correct?
3 beput inits place is some handwriting, because of a 3 MR. ROBERTS: Objection.
4 drug packaging error, 9 patients assigned to citalopram | 4 THE WITNESS: Certainly similarities.
5 treatment at study -- at blank study centers were 5 BY MR. BAUM:
6 initially dispensed 20-milligram citalopram -- 6 Q. And the paragraph or the sentence
7 20-milligram citalopram tablets that were 7 regarding the protocol violation is not included,
8 digtinguishable in color from the placebo tablets. And | 8 correct?
9 then you crossed out in that they were pink in color 9 MR. ROBERTS: Objection.
10 rather than white. All study medication shipments 10 THE WITNESS: What paragraph?
11 including potentialy unblinding information were 11 BY MR. BAUM:
12 replaced in full. 12 Q. Andthissentence here, it starts with,
13 Do you see that? 13 "if the blind was broken for any reason."
14 A. Yes 14 A. Right.
15 Q. Did you write that language? 15 Q. That doesn't appear in this section now,
16 A. 1think so. 16 correct?
17 Q. Do you know why you struck that language |17 A. You mean that starts off with "the
18 inthat paragraph that it had the quote from the 18 tear-off panel"?
19 protocol -- 19 Q. Right.
20 MR. ROBERTS: Objection. 20 MR. ROBERTS: Let the record reflect
21 BY MR. BAUM: 21 that we're talking about Exhibit 13.
22 Q. --intheunblinding section? 22 MR. BAUM: Yeah.
23 A. No. 23 BY MR. BAUM:
24 Q. Okay. If you go to Exhibit 11, Page 44 24 Q. Thethird paragraph under "5.3.4
Page 259 Page 261
1 of the study report, and you look at section 5 -- 1 Blinding" of Page 8 of Exhibit 13 starts with "the
2 Exhibit 1172 2 tear-off pand" and it ends with "medication," and that
3 MR. ROBERTS: Oh, Exhibit 11. 3 whole paragraph is stricken, correct?
4 THE WITNESS: Yeah. 4 MR. ROBERTS: Objection.
5 MR. ROBERTS: Oh, Exhibit 11. Thisis| 5 THEWITNESS: Yes.
6 Exhibit 11. Do you have Exhibit 11? 6 BY MR. BAUM:
7 MR. BAUM: | haveit, I'm goingto give | 7 Q. And it does not appear in the Section
8 it to him. Hereyou go. Here'sthe -- 8 5.3.4 of thefinal protocol -- of the final study
9 MR. ROBERTS: You said Page 44. 9 report, correct?
10 MR. BAUM: Yeah, Page 44, sectionon |10 MR. ROBERTS: Objection.
1 Blinding. 11 THE WITNESS: Yes.
12 MR. ROBERTS: It'scounted -- there's |12 BY MR. BAUM:
13 two of them. It'sdoubled, | think. Right? 13 Q. Okay. Soyour handwritten striking of
14 Just making sure I'm not going crazy. 14 the protocols on blinding language recommended in this
15 MR. WISNER: There'stwo Page 44s. 15 draft resulted in its elimination from the final study
16 MR. BAUM: Just theway it got copied. |16 report, right?
17 MR. ROBERTS: Okay. 17 MR. ROBERTS: Objection.
18 BY MR. BAUM: 18 THE WITNESS: Yes.
19 Q. Soif youlook at the bottom paragraph |19 BY MR. BAUM:
20 on that page, you'll see the language "because of a |20 Q. Okay. Do you know where this language
21 drug packaging error.” 21 but otherwise blinded that's in the study report came
22 Do you see that? 22 from?
23 A. Yes 23 MR. ROBERTS: Objection.
24 24 THE WITNESS. Where?

Q. Andif youlook over at what your

ol kow Technol ogi es,

I nc.

Page 66 (258 - 261)






Charles Flicker, Ph.D.
Page 262 Page 264
1 BY MR. BAUM: 1 sricken off?
2 Q. At Page44, inthat bottom paragraph, it | 2 A. Yes
3 says? 3 Q. If youlook at Exhibit 11, Page 547
4 MR. ROBERTS: On Exhibit 11? 4 MR. ROBERTS: Which isthe next page
5> BY MR. BAUM: 5 over. That's Exhibit 13. Exhibit 11 isthis
6 Q. On Exhihit 11 it says "athough 6 one, so just turn the page over.
7 otherwise blinded," do you see that? 7 BY MR. BAUM:
8 A. Yes 8 Q. You see under the Secondary Statistical
9 Q. Doyouknow what that language came | 9 Objectives, it's pretty much the same as what you did
10 from? 10 with your handwriting, with the Week 8s eliminated.
11 MR. ROBERTS: Objection. 1 Do you see that?
12 THE WITNESS: No. 12 MR. ROBERTS: Objection.
13 BY MR. BAUM: 13 THE WITNESS: Yes, they look similar.
14 Q. It'snot inyour hand -- it's not part 14 BY MR. BAUM:
15 of your handwritten changes. That's why we were |15 Q. Soeach of your edits on that section,
16 asking. 16 appeared in that section, do you know why you crossed
17 A. No, | don't. 17 out the Week 8 in those two spots?
18 Q. Okay. Let'sgoto Page 17 of Exhibit 18 MR. ROBERTS: Objection.
19 13. At the bottom it has"Secondary Statistical 19 THE WITNESS: | could speculate.
20 Objectives, the secondary statistical objectivesof |20 BY MR. BAUM:
21 thisstudy were." 21 Q. Wéll, what isyour impression of why you
22 Do you see that? 22 did that?
23 A. Yes 23 MR. ROBERTS: Objection.
24 Q. Andthen going over to the next page, |24 THE WITNESS: Thisisalist of the
Page 263 Page 265
1 "1. To further compare the efficacy of citalopram to 1 outcome measures. It doesn't specify any time
2 placebo in children and adolescents with MDD using," | 2 points, so it wouldn't be appropriate to
3 and thenit's crossed out, "the change from baselineto | 3 specify atime point for that variablein
4 Week 8in." 4 particular.
5 Do you see that? 5 BY MR. BAUM:
6 A. Yes. 6 Q. That wasn't part of the plan to
7 Q. Didyou strike that out? 7 de-emphasize the Week 8 negative outcomesin favor of
8 MR. ROBERTS: Objection. 8 the positive outcomes for the prior weeks?
9 THE WITNESS: Thislooks like my 9 MR. ROBERTS: Objection.
10 handwriting. 10 THE WITNESS: It appearsto meit was
11 BY MR. BAUM: 11 done for consistency.
12 Q. Okay. And then below it shows -- it 12 BY MR. BAUM:
13 lists off the various secondary outcome measures, and |13 Q. If youlook at the protocol, which is
14 thenit's CGI score at Week 8 isstruck out at Week 8. |14 Exhibit 9 at Page 17.
15 Do you see that? 15 MR. ROBERTS: Exhibit 9. That's Exhibit
16 MR. ROBERTS: Objection. 16 11. | think thisis Exhibit nine. Yeah, this
17 THE WITNESS. Wherearewelooking? | |17 is Exhibit 9. What page did you say again?
18 don't see that. Oh, down here? 18 BY MR. BAUM:
19 BY MR. BAUM: 19 Q. AttheParagraph 12.1.2 and it's Page
20 Q. Right here, right there. 20 329.
21 A. Oh,vyes. 21 MR. ROBERTS: 329.
22 Q. YouseeCGl-I? 22 MR. BAUM: The big number up at the time
23 A. Yes 23 is329.
24 Q. --scoreat Week 8 has"at Week 8" 24 MR. ROBERTS: Taking about 1.2, okay.
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1 BY MR. BAUM: 1 Q. What?
2 Q. Yeah, "Secondary Objectives." It says, 2 A. See these-- CGI-I there's no basdline.
3 "To further compare the efficacy of citalopram to 3 Q. Okay. But what we'retrying -- what I'm
4 placebo in depressed children and adol escents patients. 4 trying to point out to you isthat in this draft, which
5 The endpoints for the secondary objectives are the 5 isExhibit 13, it essentially mirrors the typewritten
6 CGI-Improvement score and change from baseline in 6 portion, essentially mirrors the language that's in the
7 CGl-Severity score, K-SADS-P (depression module) and | 7 secondary objectives. It says "to further compare the
8 CGASscore at Week 8." 8 efficacy.”
9 Do you see that? 9 Do you see that?
10 A. Yes 10 MR. ROBERTS: Objection.
11 Q. Soat Week 8istheendpoint for the 11 BY MR. BAUM:
12 secondary outcomes, correct? 12 Q. And so areyou saying that because the
13 MR. ROBERTS: Objection. 13 CGl-I isnot aWeek 8 analysis -- change from baseline
14 BY MR. BAUM: 14 in Week 8, that's why you struck that out?
15 Q. Areyou thinking, or did you think you 15 MR. ROBERTS: Objection.
16 answered? 16 THE WITNESS: Yes. They're different.
17 A. Wadl, it's somewhat different because 17 BY MR. BAUM:
18 hereit says-- | mean, in comparing the rest of the 18 Q. Youdon't think that wasto enable
19 study report, it says CGI-| score at Week 8 as opposed 19 discussion of the prior weeks instead of Week 8, which
20 tohereit'sCGSat theend. Soit's-- just in terms 20 isnot mentioned here?
21 of the consistency with the study report, it's -- 21 MR. ROBERTS: Objection.
22 that'sdifferent. Yeah, but | do seethat. 22 BY MR. BAUM:
23 Q. You do seethat the endpoint for the 23 Q. Right?
24 secondary outcomes was Week 8, per the protocol, 24 MR. ROBERTS: Objection.
Page 267 Page 269
1 correct? 1 THE WITNESS: The prior weeks are going
2 MR. ROBERTS: Objection. 2 to be examined no matter what.
3 THEWITNESS: Yes. 3 BY MR. BAUM:
4 BY MR. BAUM: 4 Q. What'sthe endpoint, Week 8 or Week 1?
5 Q. Okay. And then you struck that language 5 MR. ROBERTS: Objection.
6 inthe study report? 6 THE WITNESS: In this paragraph of the
7 MR. ROBERTS: Objection. 7 protocol Week 8 isidentified as an endpoint.
8 BY MR. BAUM: 8 BY MR. BAUM:
9 Q. Draft that you handwrote your changes 9 Q. Okay. Let'stake Page 26 of Exhibit 13
10 into, correct? 10 and under Section "7.0 Changes in the Conduct of the
11 A. No. 11 Study and Planned Analyses.”
12 Q. Well, over here, see you struck out the 12 Do you see that?
13 Week 8 part, right? 13 MR. ROBERTS: So Page 26, yeah, right
14 MR. ROBERTS: Objection. 14 there.
15 THE WITNESS: No, that'swhat | wasjust |15 THEWITNESS: Yes.
16 saying is that the study report is quite 16 BY MR.BAUM:
17 different. The study report, as| seeit, is 17 Q. And there's some of your handwritten
18 simply listing the variables and not specifying 18 revisionsto that section regarding the conduct of the
19 any time point. 19 study with planned analyses, and it saysthere in the
20 BY MR. BAUM: 20 origina wording, nine patients (105, 113, 114, 505,
21 Q. Right. 21 507, 506, 509, 513 and 514) accidentally received 1
22 A. Except for the CGI-I, which makes sense, 22 week of unblinded study drug treatment (tablets had the
23 because the CGI-I isyou're not measuring change from | 23 incorrect color coating).
24 baseline. 24 Do you see that?
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1 A. Yes 1 A. No.
2 Q. Sothereit said they received one week 2 Q. Haveyou seen this before?
3 of unblinded study drug treatment, not potentially 3 MR. ROBERTS: Objection.
4 unblinded or potentially -- potentially caused bias, 4 THE WITNESS: Yes.
5 right? It said that they received one week of 5 BY MR. BAUM:
6 unblinded study treatment, right? 6 Q. Yousaw it yesterday?
7 MR. ROBERTS: Objection. 7 A. Yes
8 THEWITNESS: Yes. 8 Q. Do you have any reason to believe that
9 BY MR. BAUM: 9 you did not receive it at the time?
10 Q. And then your handwriting inserted 10 MR. ROBERTS: Objection.
11 "medication with potentially unblinding information,” |11 THE WITNESS: | don't know that |
12 correct? 12 received it on March 2nd but --
13 MR. ROBERTS: Objection. 13 BY MR. BAUM:
14 THE WITNESS: Yes, that's my 14 Q. Do you think you might have --
15 handwriting. 15 A. --limaginel got it.
16 BY MR. BAUM: 16 Q. Okay. Anddo you agreethat this
17 Q. Didyou do that handwriting to 17 document was produced in the ordinary course of
18 under-emphasize the fact that the patients received 18 business at Forest?
19 unblinded study drug treatment? 19 MR. ROBERTS: Objection.
20 MR. ROBERTS:. Objection. 20 THE WITNESS: | don't know how ordinary.
21 THE WITNESS: It would require some 21 I'd say in the course of business.
22 speculation on my part, but | put that in, | 22 BY MR. BAUM:
23 would believe, to provide more accurate 23 Q. Okay. Andthenit says, Dear all, for
24 information. 24 your information, a copy of the fax that went out to
Page 271 Page 273
1 BY MR. BAUM: 1 al CIT-MD-18 Pediatric Investigational Sites this
2 Q. Youthought it was more accurate to say 2 morning is attached. All sites have been -- also been
3 potentialy unblinding instead of unblinded? 3 contacted by telephone and given verbal instructions on
4 A. Yes 4 how to proceed with both drug shipment as well astheir
5 Q. Youthink you were the one that 5 patients who have been screened and/or randomized.
6 introduced the language potentially unblinded -- 6 Do you see that?
7 potentialy unblinding information? 7 A. Yes.
8 MR. ROBERTS: Objection. 8 Q. SoDr. Tiseoissaying that this
9 THE WITNESS: Wédll, | wrote this, | 9 attachment that is attached to this e-mail was sent out
10 wrote this phrase. 10 toall of the CIT-MD-18 sites, right?
11 MR. BAUM: Let'sgo to Exhibit 14. 11 MR. ROBERTS: Objection.
12 MR. ROBERTS: Should we keep all these? 12 THE WITNESS: Yes.
13 MR. BAUM: Keep them all handy. 13 BY MR. BAUM:
14 MR. ROBERTS: Why don't you turn them 14 Q. Andthey each received telephone cals
15 all to the front so we can see. 15 regarding it, correct?
16 (Document marked for identification as 16 MR. ROBERTS: Objection.
17 Flicker Deposition Exhibit No. 14.) 17 THE WITNESS:. That's what this says.
18 BY MR. BAUM: 18 BY MR. BAUM:
19 Q. So Exhibit 14 is MDL-FORPO175697, it's 19 Q. Do you know who would have received the
20 an e-mail from Paul Tiseo to Joan Barton, Charlie 20 fax at the sites?
21 Hicker, lvan Gergel, Lawrence Olanoff and others dated |21 MR. ROBERTS: Objection.
22 March 2, 2000, re: CIT-18. 22 THE WITNESS: No.
23 Do you recall receiving this e-mail and 23 BY MR. BAUM:
24 the attached fax? 24 Q. Okay. Let'sgo to the next page, and it
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1 says, "Fax Transmission Cover Sheet" with like four 1 THE WITNESS: Yes.
2 asterisks Urgent, bolded in big print "Urgent Message” | 2 BY MR. BAUM:
3 and then four asterisks, re: CIT-MD-18 Citalopram 3 Q. Sohere, according to Dr. Tiseo, the
4 Pediatric Depression Study. 4 study was automatically unblinded for the patients
5 Have you seen this fax before? 5 subject to dispensing error, correct?
6 A. Yes 6 MR. ROBERTS: Objection.
7 Q. Andwhen did you see that? 7 THE WITNESS: He writes "automatically
8 A. Yesterday. 8 unblind the study."
9 Q. Okay. Hereit says, "It has cometo our 9 BY MR. BAUM:
10 attention that an error was made during the packaging |10 Q. "Asaresult, dispensing these tablets
11 of theclinical suppliesfor the above-noted study. A 11 would automatically unblind the study." Soif the
12 number of bottles of 'active' medication were 12 patients were dispensed those pink tablets, they would
13 mistakenly packed with the pink-colored commercial 13 be automatically unblinded, correct?
14 Celexatabletsinstead of instead the standard white 14 MR. ROBERTS: Objection.
15 citalopram tablets used for blinded clinical studies. 15 THE WITNESS: That's what he writes
16 Asaresult, dispensing these tablets would 16 here.
17 automatically unblind the study. This medication needs |17 BY MR. BAUM:
18 to be replaced with the appropriate white tablets 18 Q. Okay. So doyou know why those
19 immediately to maintain the study blind." 19 unblinded patients weren't excluded from the study at
20 Did | read that correctly? 20 that point?
21 A. Yes 21 MR. ROBERTS: Objection.
22 Q. So the pink-colored commercial tablets 22 THE WITNESS: First of al, we don't
23 got dispensed to CIT-MD-18 patients, correct? 23 know that the patients were unblinded. We know
24 MR. ROBERTS: Objection. 24 that there was information that could impact
Page 275 Page 277
1 THE WITNESS: According to this, there 1 the blinding of the study that was conveyed to
2 were pink tablets given to some patients. 2 the site.
3 BY MR.BAUM: 3 BY MR. BAUM:
4 Q. And-- 4 Q. Wéll, upon -- as of March 2nd, 2002,
5 A.  Wadll, | mean, we know that based on 5 upon receiving thisfax, the investigators were advised
6 other information. 6 that the pink-colored tablets were Celexa, correct?
7 Q. And per the MD-18 protocal, al the 7 MR. ROBERTS: Objection.
8 pillsdispensed in CIT-MD-18 were supposed to be white, | 8 THE WITNESS: That's how | would
9 correct? 9 interpret this fax, yes.
10 MR. ROBERTS: Objection. 10 BY MR. BAUM:
11 THE WITNESS: I'd have to go back to the 11 Q. Sothat would indicate that the
12 protocol to verify that, but that sounds 12 investigators knew what those patients were getting,
13 correct. 13 correct?
14 BY MR. BAUM: 14 MR. ROBERTS: Objection.
15 Q. Weread that into the record earlier, 15 THE WITNESS: Wdll, no, it doesn't
16 but so do you have any reason to dispute that they 16 completely indicate that. The patients -- the
17 ought to have been white, correct? 17 investigator would also have to know what color
18 MR. ROBERTS: Objection. 18 tablets the patient received.
19 THE WITNESS: No, | don't. No, | don't 19 BY MR. BAUM:
20 dispute that. 20 Q. The patients that received the pink
21 BY MR. BAUM: 21 commercia Celexawould have been exposed to the
22 Q. Okay. Sothefact that some of them 22 jnvestigators who gave them those tablets, and they
23 were not white was protocol violation, correct? 23 would know that they were receiving Celexa at that
24 MR. ROBERTS: Objection. 24 point, correct?
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1 MR. ROBERTS: Objection. 1 BY MR. BAUM:
2 THE WITNESS: | don't recall too many 2 Q. Okay. That'sactually what the report
3 investigators who would hand patients tablets. 3 saysat Page 63, Section 7.0 in Exhibit 11. It says--
4 BY MR. BAUM: 4 it lists Patients 105 through 514 and says that the
5 Q. Allright. Sotheinvestigators that 5 nine patients were mistakenly dispensed one week of
6 were notified of this had to do something with respect | 6 medication with potential unblinding information,
7 to the pink tablets that had been given to their 7 tablets had incorrect color coating.
8 patients to hand out? 8 A. That'sdifferent though.
9 A. Yes 9 MR. ROBERTS: Objection.
10 MR. ROBERTS: Objection. 10 BY MR. BAUM:
11 BY MR. BAUM: 11 Q. Oh, how isit different?
12 Q. Soat that point they knew which of 12 MR. ROBERTS:. Objection.
13 their patients had been assigned to receive Celexa 13 THE WITNESS: Well, it seemsthat I'd
14 pecause they had been assigned to receive Celexapink |14 made the mistake of saying that nine patients
15 tablets, correct? 15 got pink tablets.
16 MR. ROBERTS: Objection. 16 BY MR. BAUM:
17 THE WITNESS: No, that wouldn't be my 17 Q. Yeah
18 understanding. 18 A. My current understanding isthat that is
19 BY MR. BAUM: 19 not correct.
20 Q. Sowhen they returned the pink tablets, 20 Q. Oh, soyou think this study report is
21 they wouldn't know that their patient that had those 21 incorrect when you wrote it at the time?
22 tablets was assigned Celexa? 22 MR. ROBERTS: Objection.
23 MR. ROBERTS: Objection. 23 THE WITNESS: | think | made a mistake,
24 THE WITNESS: Under -- if an 24 yeah.
Page 279 Page 281
1 investigator were to look at areturn -- look 1 BY MR. BAUM:
2 at returned medication and he saw that the 2 Q. What do you think actually happened?
3 tablets were pink in the -- within thistime 3 MR. ROBERTS: Objection.
4 frame, then | would think the investigator 4 THE WITNESS: My current impression is
5 would be able to draw the conclusion that the 5 that the placebo patients received white
6 patient was on active drug. 6 tablets.
7 BY MR. BAUM: 7 BY MR. BAUM:
8 Q. Andwhy bother to replace these tablets 8 Q. And the citalopram patients received
9 if it weren't an issue that would unblind the study? 9 pink tablets?
10 MR. ROBERTS: Objection. 10 MR. ROBERTS: Objection.
11 THE WITNESS: WEéll, the protocol 11 THE WITNESS: For those nine, yes.
12 specifies that the color coating of the tablets 12 BY MR. BAUM:
13 should be blinded, should be the same, 13 Q. Andsoin either case, the investigators
14 identical in the placebo and treatment groups. 14 would know which patients were either on citalopram or
15 BY MR. BAUM: 15 on placebo among those nine patients, correct?
16 Q. Wasit your understanding that al nine 16 MR. ROBERTS: Objection,
17 of these patients received pink-colored commercial 17 mischaracterizes the document and
18 tablets? 18 mischaracterizes his testimony.
19 MR. ROBERTS: Objection. 19 THE WITNESS: If the investigator --
20 THE WITNESS: Well, wasit my 20 MR. ROBERTS: And requires speculation.
21 understanding? | mean, | have no understanding |21 THE WITNESS: -- read the fax and they
22 what my understanding is, but if you're 22 reviewed the patient's medication bottles, then
23 referring to that, what | wrote in the study 23 they would be able to draw a conclusion
24 report, | would say there's evidence of that. 24 regarding the assigned treatment group.
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1 BY MR. BAUM: 1 Q. Do you have any reason to believe that
2 Q. That would be an unblinding, correct? 2 you were not -- that you did not receive this e-mail?
3 MR. ROBERTS: Objection. 3 MR. ROBERTS: Objection.
4 THE WITNESS: That would affect the -- 4 THE WITNESS: Y eah, there were quite a
5 that would affect the investigator's blinding. 5 few e-mails| didn't -- received, yeah, I'm
6 BY MR. BAUM: 6 sure | received it.
7 Q. Okay. Doyou recall that you testified 7 BY MR. BAUM:
8 inyour 2007 deposition that as the medical director, 8 Q. Anddoesit appear this document was
9 that your primary mandate in the CNS research was 9 produced in the ordinary course of Forest business?
10 overseeing the process of registering CNS compounds |10 MR. ROBERTS: Objection.
11 gaining regulatory approval. 11 THE WITNESS: Essentialy.
12 Does that ring abell? 12 BY MR. BAUM:
13 MR. ROBERTS: Objection. 13 Q. AndthisMarch 8 dateisafew days
14 THE WITNESS: No. 14 after Dr. Tiseo sent the memorandum and fax to the
15 BY MR. BAUM: 15 clinical trial investigators informing them of the
16 Q. Do you think that was what your primary 16 dispensing error, correct?
17 mandate was? 17 MR. ROBERTS: Objection.
18 MR. ROBERTS: Objection. 18 BY MR. BAUM:
19 THE WITNESS:. Yes. 19 Q. That was March 2nd, six days later.
20 BY MR. BAUM: 20 Do you see that?
21 Q. Doyou believethat inyour roleasa 21 A. Yes.
22 medical director of the clinical research department at |22 Q. And have you seen this document before?
23 Forest that you had an obligation to be truthful with 23 MR. ROBERTS: Objection.
24 the FDA in al communications about CIT-MD-18? 24 THE WITNESS: | might have seen this
Page 283 Page 285
1 MR. ROBERTS: Objection. 1 yesterday.
2 THE WITNESS: Yes. 2 BY MR. BAUM:
3 BY MR. BAUM: 3 Q. Okay. Sointhe e-mail onthe cover of
4 Q. Anddo you believe that Forest had an 4 the attachment, it says attached -- "Dear all, attached
5 obligation to be truthful with the FDA in all 5 pleasefind the letter that Charlie and | put together
6 communications about CIT-MD-18? 6 for the purpose of informing the FDA of our packaging
7 MR. ROBERTS: Objection. 7 mishap in the citalopram pediatric study."
8 THE WITNESS: Yes. 8 Do you see that?
9 MR. BAUM: Can you give me Exhibit 16. 9 A. Yes.
10 We're going to skip 15 and we're going to come 10 Q. Doyourecall putting together aletter
11 back to it. 11 with Dr. Tiseo to be delivered to the FDA?
12 MR. ROBERTS: Okay. 12 MR. ROBERTS: Objection.
13 (Document marked for identification as 13 THE WITNESS: No.
14 Flicker Deposition Exhibit No. 16.) 14 BY MR. BAUM:
15 BY MR. BAUM: 15 Q. Wasit part of your dutiesto do
16 Q. Okay. So handing over what we've marked 16 something like that?
17 as16, and thisisan e-mail MDL-FOREMO0030386 from |17 MR. ROBERTS: Objection.
18 Dr. Tiseo to Lawrence Olanoff, Dr. Gergel, Amy Rubin, |18 THE WITNESS: It wouldn't be out of
19 AnjanaBose aswell as Tracey Varner, Julie Kilbaneand |19 line.
20 you dated March 8, 2000, regarding letter to FDA for 20 BY MR. BAUM:
21 CIT-18. 21 Q. Then attached is aletter to the FDA in
22 Do you see that your nameis on the CC 22 draft, correct?
23 there? 23 A. Yes
24 A. Yes 24 Q. Andinthefirst paragraph hereit says
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1 that there was a clinical supplies package willing 1 MR. ROBERTS: Objection.
2 error for CIT-MD-18. 2 BY MR. BAUM:
3 Do you see that? 3 Q. And then there's some handwriting at the
4 A. Yes 4 top. Isthat your handwriting?
5 Q. Andit'sfor eight randomized patients 5 A. That looks like my handwriting.
6 at two investigational sites? 6 Q. Okay. So haveyou seen this document
7 A. Yes 7 before?
8 Q. Andinthe second paragraph it says, 8 MR. ROBERTS: Objection.
9 "For reporting purposes, the primary efficacy analysis | 9 THE WITNESS: No.
10 will exclude the eight potentially unblinded patients, |10 BY MR. BAUM:
11 with asecondary andysisincluding themalsotobe |11 Q. Okay. Doesit appear to have been
12 conducted,” correct? 12 something you did while you were working at Forest in
13 A. Yes 13 theordinary course of Forest business?
14 Q. Would you agree that excluding the 14 MR. ROBERTS: Objection.
15 unblinded or potentially unblinded patients from the |15 THE WITNESS: Yes.
16 primary efficacy analysis was the scientifically 16 BY MR.BAUM:
17 appropriate thing to do? 17 Q. If youlook at the typed portion of the
18 MR. ROBERTS: Objection. 18 paragraph, you see the paragraph starts by saying, "The
19 THE WITNESS: Not necessarily. 19 purpose of thisletter isto inform the agency that an
20 BY MR. BAUM: 20 error was made during the packaging of the clinical
21 Q. Thisisnot what was actually donein 21 suppliesfor the above-noted study."
22 thefina study report, though, correct? 22 Do you see that?
23 MR. ROBERTS: Objection. 23 A. Yes
24 THE WITNESS: Both analyses -- well, no, |24 Q. And then "Two of our investigational
Page 287 Page 289
1 | guessit wasnine, right? But both analyses 1 sitescalledin to report that some of their patients
2 were conducted. 2 werereceiving white tablets and others were receiving
3 BY MR. BAUM: 3 pink tablets."
4 Q. Yeah, but one was -- doesn't ask primary 4 Do you see that?
5 efficacy analysis and that here the primary efficacy 5 A. Yes
6 analysis was the one that excluded the eight 6 Q. And then "These reports were passed onto
7 potentially unblinded patients, correct? 7 Forest Clinical Packaging where it was discovered that
8 MR. ROBERTS: Objection. 8 anumber of bottles of ‘active’ medication were
9 THE WITNESS:. Yes. 9 mistakenly packed with the pink-colored commercial
10 BY MR. BAUM: 10 Celexatabletsinstead of the standard white citalopram
1 Q. Andtheonethat included them wasgoing |11 tablets used for blinded clinical trials.”
12 to be a secondary analysis? 12 Do you see that?
13 MR. ROBERTS: Objection. 13 A. Yes
14 THE WITNESS: In this proposal, yes. 14 Q. Sobased on this letter, it appears the
15 MR. BAUM: Okay. Let'sgotothenext |15 dispensing error was discovered after two clinical
16 document. Mark it as Exhibit 17. 16 investigators called Forest inquiring about why some of
17 (Document marked for identification as 17 their patients were receiving white tablets and others
18 Flicker Deposition Exhibit No. 17.) 18 werereceiving pink ones, right?
19 BY MR. BAUM: 19 MR. ROBERTS: Objection.
20 Q. Andif you look at the top, it says 20 THE WITNESS: That's how it looked to
21 |etter to FDA - draft, March 8, 2000, which isright |21 me.
22 the same day asthe prior e-mail. 22 BY MR. BAUM:
23 Do you recall that? Prior exhibit was 23 Q. And they were supposed to al be
24 dated March 8 aswell. 24 receiving white tablets, right?
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1 MR. ROBERTS: Objection. 1 THE WITNESS: Wasthis|etter even sent?
2 THE WITNESS: | think we concluded that. | 2 BY MR. BAUM:
3 BY MR. BAUM: 3 Q. Wédl, that's what we're going to find
4 Q. Sotheletter continues, "On March 2nd, 4 out.
5 dl siteswere notified of this error by telephone and 5 MR. ROBERTS: Objection.
6 by fax." 6 THE WITNESS: So thisisjust one
7 Do you see that? 7 person’s opinion what they drafted here.
8 A. Yes 8 BY MR. BAUM:
9 Q. And that's consistent with what we read 9 Q. Wisdl, thisis, | think, adraft that you
10 earlier, right? 10 and Dr. Tiseo worked on together.
11 MR. ROBERTS: Objection. 11 MR. ROBERTS: Objection. You're
12 THE WITNESS: Yes. 12 testifying.
13 BY MR. BAUM: 13 BY MR. BAUM:
14 Q. Andinthe March 2nd letter Dr. Tiseo 14 Q. Allright. So at the next to last
15 said that dispensing of the pink tablets would 15 paragraph it's -- there would be -- it says, there's
16 automatically unblind the study, correct? 16 goingto beafull set of 160 patients-- no. Let me
17 MR. ROBERTS: Objection. 17 just backtrack.
18 THE WITNESS: Hisfax? 18 Let me go up to the handwriting. It
19 BY MR. BAUM: 19 says-- first it says reconsider no letter.
20 Q. Yesah 20 What did you mean by that?
21 A. That'swhat it says. 21 MR. ROBERTS: Objection.
22 Q. Returning to Exhibit 17, if you look at 22 THE WITNESS: | don't know.
23 the bottom of the page, it says-- no. 23 BY MR. BAUM:
24 MR. ROBERTS:. Thisis17. We're till 24 Q. Wereyou suggesting that they just hide
Page 291 Page 293
1 on 17. 1 fromit the FDA?
2 BY MR. BAUM: 2 MR. ROBERTS: Objection.
3 Q. "Asonly 8 of 160 patients had been 3 THE WITNESS: | don't know what
4 randomized at the time this error was discovered, the 4 reconsider no error -- no letter.
5 impact upon the integrity of the study is suggested to 5 BY MR. BAUM:
6 be minimal." 6 Q. Okay. Then next it says, "Dueto a
7 Do you see that? 7 packaging error, 8 randomized patients at 3
8 A. Yes 8 investigational sites had access to potentially
9 Q. Atthistimeit was supposed that 9 unblinding information."
10 pulling these eight out would not affect anything, so 10 Do you see that?
11 it was okay to not include them in the primary 11 A. Areyou talking about my handwriting?
12 analysis, correct? 12 Q. Yeah, your handwriting.
13 MR. ROBERTS: Objection. 13 A. Potentia -- yes.
14 THE WITNESS: I'm not sure what you 14 Q. And then by adding potentially, you were
15 mean. 15 toning down Dr. Tiseo's automatically unblinded
16 BY MR. BAUM: 16 language, right?
17 Q. Itsays, "Asonly 8 of 160 patients had 17 MR. ROBERTS: Objection.
18 been randomized at the time this error was discovered, |18 THE WITNESS: Well, | don't know who
19 the impact upon the integrity of the study is suggested |19 wrote this draft.
20 tobeminimal." Sothat it's suggested werenot going |20 BY MR. BAUM:
21 to count them and only eight -- and only eight of them |21 Q. Okay. Solet'sgo on to the next thing.
22 were not going to be counted, so it'snot goingtobea |22 "Drug has been repackaged and a full complement of 160
23 big deal because you've got 160 patients anyway? 23 additional patientswill be enrolled under standard
24 MR. ROBERTS: Objection. 24 double-blind conditions."

ol kow Technol ogi es,

I nc.

Page 74 (290 - 293)






Charl es Flicker,

Ph. D.

Page 294

Page 296

1 Do you see that? 1 sitescalledin to report that some of their patients
2 A. Yes 2 were receiving white tablets and others were receiving
3 Q. Andthat's your handwriting, right? 3 pink tablets," do you see that?
4 MR. ROBERTS: Objection. 4 A. Yes
5 THE WITNESS: Yes. 5 Q. Thoseinvestigators were unblinded,
6 BY MR. BAUM: 6 right?
7 Q. Andwereyou suggesting that afull set 7 MR. ROBERTS: Objection.
8 of 160 patients would be enrolled under standard 8 THE WITNESS: Well, it doesn't specify
9 double-blind conditions, right? 9 investigators, someone at the site.
10 MR. ROBERTS: Objection. 10 BY MR. BAUM:
11 THE WITNESS: Well, that'swhat it says. |11 Q. Sosomeone at the sitein dealing with
12 BY MR. BAUM: 12 the pills and the patients was unblinded, correct?
13 Q. And by implication, you were suggesting |13 MR. ROBERTS: Objection,
14 that the nine patients subject to the dispensing error |14 mischaracterizes the document.
15 were not standardly double-blinded, correct? 15 THE WITNESS: They were potentially
16 MR. ROBERTS: Objection. 16 unblinded. They would have had to associate
17 THE WITNESS: It doesn't directly 17 the...
18 suggest that. 18 MR. BAUM: Let'sgo to Exhibit 18.
19 BY MR. BAUM: 19 MR. ROBERTS: Hold on. Areyou
20 Q. Butit doesby implication, doesn't it? 20 finished?
21 MR. ROBERTS: Objection. 21 THE WITNESS: Yeah.
22 THE WITNESS: | think it doessuggest |22 (Document marked for identification as
23 that. 23 Flicker Deposition Exhibit No. 18.)
24 BY MR. BAUM: 24 BY MR. BAUM:
Page 295 Page 297
1 Q. And then next you say, "For reporting 1 Q. They got the memo, though, from
2 purposes, the primary efficacy analysiswill exclude | 2 Dr. Tiseo, correct?
3 the potentially unblinded patients, and a secondary 3 MR. ROBERTS: Objection.
4 analysisincluding them will also be conducted.” 4 THE WITNESS: How would | know?
5 Do you see that? 5 BY MR. BAUM:
6 A. Yes 6 Q. Let'stakealook at 18. Thisis
7 Q. And so you were suggesting that the 7 MDL-FOREMO0030384, and it's an e-mail response to
8 primary efficacy measure would exclude the patients | 8 Dr. Tiseo's e-mail from Amy Rubin, and when | say
9 exposed to the dispensing error, correct? 9 responseto Dr. Tiseo's memo, he sent amemo out
10 MR. ROBERTS: Objection. 10 requesting suggestions to the revisions to the letter
11 THE WITNESS: Yes. 11 togotothe FDA. Then Amy Rubin sendsto Lawrence
12 BY MR. BAUM: 12 Olanoff, lvan Gergel Anjana Bose, Paul Tiseo, Tracey
13 Q. That was your handwriting? 13 Varner, Julie Kilbane and you this proposed draft of
14 MR. ROBERTS: Objection. 14 theletter to the FDA.
15 THE WITNESS: That's my handwriting. |15 Do you see that?
16 BY MR. BAUM: 16 A. Yes
17 Q. Youthought that wasagood ideaat the |17 Q. Andit'sdated March 9th, 2000.
18 time, right? 18 Do you see that? Yes?
19 MR. ROBERTS: Objection. 19 A. I'mlooking.
20 THE WITNESS: That was a proposed 20 Q. It'sright up at thetop, up here.
21 solution. 21 A. Oh, yeah, yeah.
22 BY MR. BAUM: 22 Q. Youseethat?
23 Q. Goto the next exhibit, 18 -- oh, in 23 A. Yes
24 Exhibit 17 whereit says, "Two of our investigational |24 Q. Okay. Andthat'saday after Dr. Tiseo
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1 asked for some comments? 1 A. Sohedidn't say mistakenly unblinded.
2 A. Okay. 2 Hesaid if they were dispensed. So what's the
3 Q. And Amy Rubin, do you know what her job | 3 question?
4 was? 4 Q. Her phrasing is different than this
5 A. No. 5 language, correct?
6 Q. You don't know whether or not shewasin 6 MR. ROBERTS: Objection.
7 regulatory affairs? 7 THE WITNESS: Those two are differently
8 MR. ROBERTS: Objection. 8 different, yes.
9 THE WITNESS: Based on this, she -- 9 BY MR. BAUM:
10 well, | assume she was in regulatory. 10 Q. Andit'sdifferent from saying that they
11 BY MR. BAUM: 11 were potentially unblinded, correct?
12 Q. Okay. Sointhise-mail Ms. Rubin 12 MR. ROBERTS: Objection.
13 states, "I have taken the liberty of editing your 13 THE WITNESS. What's different from
14 letter asfollows. Please make any other changesyou |14 potentially unblinded?
15 fed are necessary." 15 BY MR. BAUM:
16 Do you see that? 16 Q. Potential to cause patient bias.
17 A. Yes 17 A. Thatisdifferent.
18 Q. Andthen below she appearsto have made |18 Q. Andthat's different from saying that
19 some edits or cut and pasted a version of the draft 19 theintegrity of the blind was unmistakenly violated,
20 that you and Dr. Tiseo had worked on. 20 correct?
21 Do you see that? 21 MR. ROBERTS: Objection.
22 MR. ROBERTS: Objection. 22 THE WITNESS: It's definitely different
23 THE WITNESS: That seemsto bea 23 from saying the integrity of the blind was
24 reasonable scenario. 24 what?
Page 299 Page 301
1 BY MR. BAUM: 1 BY MR. BAUM:
2 Q. Now, she changed the line from that you 2 Q. Unmistakenly violated.
3 or Dr. Tiseo or in your handwriting you said 8 3 A. Mistakenly or unmistakenly.
4 randomized patients at 2 investigational sites were 4 Q. Unmistakenly, okay.
5 dispensed medications that could have potentially 5 MR. ROBERTS: Objection.
6 unblinded the study, and that now it's been changed by | 6 MR. BAUM: Let's go to Exhibit 19.
7 Amy Rubin to say medication was dispensed to eight 7 (Document marked for identification as
8 randomized patientsin afashion that had the potential | 8 Flicker Deposition Exhibit No. 19.)
9 to cause patient bias. 9 BY MR. BAUM:
10 Do you see that? 10 Q. Thisisan e-mail dated -- an e-mail
11 A. Yes 11 chain going from March 8 to March 14 between Paul
12 MR. ROBERTS: Objection. 12 Tiseo, Amy Rubin and you, and if you look at the
13 BY MR. BAUM: 13 e-mail -- look at the e-mail string, you will see that
14 Q. Andthat phrase, "potentia to cause 14 thethings that are below are what we just went through
15 patient bias' is different from what Dr. Tiseo had in 15 the e-mail from March 8 from Paul Tiseo asking for
16 mind when he said that it was mistakenly unblinded, |16 comments and then attached to that is Amy's -- Amy
17 correct? 17 Rubin's e-mail with her revisions, and then you are
18 MR. ROBERTS: Objection. 18 commenting on top of that.
19 THE WITNESS: | don't see where 19 Do you see that?
20 Dr. Tiseo said that. 20 A. Itlooksthat way.
21 BY MR. BAUM: 21 Q. It says, athough the patient -- sorry.
22 Q. Right here, he says, "As aresult, 22 Although "potential to cause bias' is a masterful
23 dispensing these tablets would automatically unblind |23 stroke of euphemism, | would be alittle more up front
24 the study." 24 gbout the fact that the integrity of the blind was
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1 unmistakenly violated. 1 (The court reporter read back the record
2 Do you see that? 2 as requested.)
3 A. Yes 3 MR. ROBERTS: | renew my objections, if
4 Q. Haveyou seen this before? 4 we're asking it to him again.
5 MR. ROBERTS: Objection. 5 BY MR. BAUM:
6 THE WITNESS: | saw thisyesterday. 6 Q. | think you answered a dlightly
7 BY MR. BAUM: 7 different question, which | appreciate you're trying to
8 Q. Okay. And do you have any reason to 8 articulate, but | just want a direct answer to that
9 believe you didn't write that? 9 question.
10 MR. ROBERTS: Objection. 10 A. Canyou repeat the question.
1 THE WITNESS: | probably wrote this. 11 (The court reporter read back the record
12 BY MR. BAUM: 12 as requested.)
13 Q. And thiswas produced in the ordinary 13 MR. ROBERTS: Objection.
14 course of Forest business, correct? 14 THE WITNESS: | certainly felt that
15 MR. ROBERTS: Objection. 15 Forest should be up front about that there had
16 THE WITNESS: Yes. 16 been a protocol violation -- that had been
17 BY MR. BAUM: 17 protocol violations that affected the integrity
18 Q. Andsoyou weredirectly involved in 18 of the blind.
19 resolving the dispensing error problem, correct? 19 BY MR. BAUM:
20 MR. ROBERTS: Objection. 20 Q. Now, you're aware that the language
21 THE WITNESS: It would appear that | was |21 regarding potential to cause bias actually ended up in
22 involved in preparing this communication to the |22 the study report, and your language about unmistakenly
23 FDA regarding the problem. 23 violated did not end up in there, correct?
24 BY MR. BAUM: 24 MR. ROBERTS: Objection.
Page 303 Page 305
1 Q. Okay. And according to you, using the 1 THE WITNESS: No.
2 phrase potential to cause patient biasin aletter to 2 BY MR. BAUM:
3 the FDA was a masterful stroke of euphemism, correct? | 3 Q. Youthink your language made it into the
4 MR. ROBERTS: Objection. 4 report?
5 THE WITNESS: | think | wrote that. 5 MR. ROBERTS: Objection.
6 BY MR. BAUM: 6 THE WITNESS: | don't know what wasin
7 Q. And according to you, use of the phrase 7 the report. Thereport or the letter?
8 potential to cause bias was not being up front with the 8 BY MR. BAUM:
9 FDA, right? 9 Q. Oh, sorry. Theletter. Sorry.
10 MR. ROBERTS: Objection. 10 WEe'll get to that.
11 THEWITNESS: Yes, | felt that it was 11 Do you know whether or not ultimately
12 not a straightforward enough description. 12 the phrase potential to cause biasiswhat ended up in
13 BY MR. BAUM: 13 theletter that Forest sent to the FDA?
14 Q. And according to you, Forest should have 14 MR. ROBERTS: Objection.
15 just been up front about the fact that the integrity of 15 THE WITNESS: No, | do not.
16 the blind was unmistakenly violated, correct? 16 MR. BAUM: Let'sgo to Exhibit 19.
17 MR. ROBERTS: Objection. 17 MR. ROBERTS: Twenty.
18 THE WITNESS: | think it was 18 MR. BAUM: Oh, 20, sorry.
19 necessary -- | felt that it was necessary -- it 19 (Document marked for identification as
20 appearsthat | felt it was necessary to 20 Flicker Deposition Exhibit No. 20.)
21 communicate to the agency that there had 21 BY MR. BAUM:
22 been -- that protocol violations had occurred 22 Q. ThisisFOREM0030382, and it'sfrom Amy
23 that affected the blind of the study. 23 Rubinto you, Charlie Flicker, and CC'd to Paul Tiseo.
24 MR. BAUM: Can you repeat the question. 24 |t'sdated March 15th, which isthe day after your
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1 e-mail to her dated March 14th and the subject isthe | 1 A. Yes
2 |etter to the FDA for CIT-18. 2 Q. Wereyou bothered that Ms. Rubin had
3 Do you see that? 3 appeared to ignore your concern that the language she
4 A. Yeah. 4 suggested was not being up front with the FDA?
5 Q. Doyou think it was Amy Rubin'sjob to 5 MR. ROBERTS: Objection.
6 create masterful euphemismsin lettersto the FDA? 6 THE WITNESS: Weéll, obviously, | don't
7 MR. ROBERTS: Objection. 7 remember thisinteraction. It looksto meas
8 THE WITNESS: No. 8 if shewasjoking.
9 BY MR. BAUM: 9 BY MR. BAUM:
10 Q. And do you think she used the phrase 10 Q. Inyour opinion, do you think it was
11 potential to cause patient bias because she considered |11 appropriate for Ms. Rubin to be creating masterful
12 it her job to protect marketing and medical by using |12 euphemismsto protect medical and marketing in her
13 masterful euphemisms? 13 communications with the FDA?
14 MR. ROBERTS: Objection. 14 MR. ROBERTS: Objection.
15 THE WITNESS: | think she was softening |15 THE WITNESS: Dol think it was
16 the language. 16 appropriate for her to create a euphemism?
17 BY MR. BAUM: 17 BY MR. BAUM:
18 Q. That madeit misleading, correct? 18 Q. Masterful euphemismsto protect medical
19 MR. ROBERTS: Objection. 19 and marketing in her communications with the FDA.
20 THE WITNESS: No, I don't think it's 20 MR. ROBERTS: Objection.
21 misleading. | think potential to cause biasis 21 THE WITNESS: | don't think that was
22 accurate, but at least when | wrote my comment, |22 part of her job description.
23 | thought the statement should be a more 23 BY MR. BAUM:
24 straightforward statement that the impact was 24 Q. Shewasessentialy bragging about
Page 307 Page 309
1 upon the study blind should have been included. 1 misdleading the FDA, wasn't she?
2 BY MR. BAUM: 2 MR. ROBERTS: Objection.
3 Q. Okay. So haveyou seen thise-mail 3 THE WITNESS: | think she was joking.
4 before that's Exhibit 20? 4 BY MR. BAUM:
5 MR. ROBERTS: Objection. 5 Q. Soif thelanguage actually ended up in
6 THE WITNESS: Twenty? 6 theletter to the FDA, wasn't she actually performing
7 BY MR. BAUM: 7 theact of conveying something less up front to the FDA
8 Q. It'sthe oneyou've got in your hand 8 than you thought ought to have been conveyed?
9 there? 9 MR. ROBERTS: Objection.
10 A. Yes 10 THE WITNESS: | would have to see the
11 Q. Whendid you seeit? 11 letter that actually went to the FDA.
12 A. Yesterday. 12 BY MR. BAUM:
13 Q. Okay. Andyou seeit's addressed to 13 Q. Allright. But she'sjoking about
14 you. 14 mideading the FDA, essentialy, correct?
15 Does this appear to have been produced 15 MR. ROBERTS: Objection,
16 inthe ordinary course of Forest business? 16 mischaracterizes the document, causes for
17 MR. ROBERTS: Objection. 17 speculation.
18 THE WITNESS: Yes. 18 THE WITNESS: | think she's joking about
19 BY MR. BAUM: 19 her linguistic dexterity.
20 Q. And Ms. Rubin responds to your e-mail 20 BY MR. BAUM:
21 from the day before, "Thanks for the compliment. Part |21 Q. And that linguistic dexterity or
22 of my jobisto create 'masterful' euphemisms to 22 wordsmithing was -- resulted in creating a masterful
23 protect medical and marketing." 23 euphemism to protect medical and marketing --
24 Do you see that? 24 MR. ROBERTS: Objection.
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1 BY MR. BAUM: 1 reflected in this March 2nd, 2000 memo that went out to
2 Q. --inher communications with the FDA, 2 theinvestigator sites, correct?
3 correct? 3 MR. ROBERTS: Objection.
4 A.  Wadl, | think it'sajoke, but | think 4 THE WITNESS:. Excuse me?
5 the language could be described as euphemistic. 5 BY MR. BAUM:
6 MR. BAUM: Okay. So let'stake alook 6 Q. Thisletter from Tracey Varner to the
7 at Exhibit 21. 7 FDA dated March 20th, 2000 is informing the FDA about
8 (Document marked for identification as 8 the dispensing error problem that was discussed in the
9 Flicker Deposition Exhibit No. 21.) 9 March 2nd letter that went out to the investigator
10 BY MR. BAUM: 10 sites?
11 Q. Whichistheletter that actually went 11 A. Yes
12 tothe FDA dated March 20th, 2000 addressed to Russell |12 MR. ROBERTS: Objection.
13 Katz from Forest, Tracey Varner, and manager of 13 BY MR. BAUM:
14 regulatory affairs for Forest. 14 Q. Sothefirst line says, "Dear Dr. Katz,
15 Do you see that? 15 we are taking this opportunity to notify the Division
16 A. Yes 16 of aclinical supply packaging error for study
17 Q. Haveyou seen this before? 17 CIT-MD-18 (site #2 - Dr. Busner and site #16 -
18 MR. ROBERTS: Objection. 18 Dr. Wagner). Dueto this error, medication was
19 THE WITNESS: No. 19 dispensed to eight randomized patientsin the fashion
20 BY MR. BAUM: 20 that had the potential to cause patient bias."
21 Q. Solet'stakealook at this. 21 Did | read that correctly?
22 Do you recall that Ms. Varner wasin the 22 A. Yes
23 line of e-mailsregarding the unblinding problem? 23 Q. Andthat's Amy Rubin's language that
24 MR. ROBERTS: Objection. 24 madeit into the |etter that went to the FDA, correct?
Page 311 Page 313
1 THE WITNESS: No. 1 MR. ROBERTS: Objection.
2 BY MR. ROBERTS: 2 THE WITNESS: The potentia to cause
3 Q. Let'stakealook at Exhibit 14. Do you 3 patient bias is the same phrase that was in Amy
4 seeit? 4 Rubin's e-mail.
5 MR. ROBERTS: Doyou haveit? Thisis 5 BY MR. BAUM:
6 what it looks like. 6 Q. Andthat'swhat you characterize asa
7 THE WITNESS: Which one? 7 masterful euphemism for the blind having been
8 MR. BAUM: Fourteen. 8 unmistakenly violated, correct?
9 MR. ROBERTS: Exhibit 14. Here, | see 9 MR. ROBERTS: Objection.
10 it, Exhibit 14. 10 THE WITNESS: | made a statement that it
11 BY MR. BAUM: 11 was a masterful euphemism, yeah.
12 Q. Sothisisthe e-mail cover letter with 12 BY MR. BAUM:
13 the urgent message memo that went out on March 2nd. |13 Q. For what you said was the blind had
14 A. Okay. 14 unmistakenly been violated, correct?
15 MR. ROBERTS: Objection. 15 MR. ROBERTS: Objection.
16 BY MR. BAUM: 16 THE WITNESS: | haveto look at it.
17 Q. Andif you see on the addressee lines, 17 BY MR. BAUM:
18 you've got Tracey Varner and Amy Rubin. 18 Q. Findit?
19 Do you see that? 19 A. Yeah. Wdll, there are two separate
20 A. Yeah 20 statements. Oneisthat it's aeuphemism. The other
21 Q. Do you seethem both? 21 isthat there was a violation of the study blind.
22 A. Yeah. 22 Q. Andwhen you wrote that e-mail, you were
23 Q. Okay. SohereTracey Varner is now 23 attempting to be accurate at the time, correct?
24 informing the FDA essentially what happened as 24 MR. ROBERTS: Objection.
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1 THE WITNESS: | was always attemptingto | 1 MR. ROBERTS: Objection,
2 be accurate. 2 mischaracterizing the witness' statement.
3 BY MR. BAUM: 3 THE WITNESS: What's the question again?
4 Q. Okay. All right. Sonext it says, "A 4 BY MR. BAUM:
5 full complement of 160 patients will be enrolled under | 5 Q. What did you think you meant by that
6 standard double-blind conditions." 6 line?
7 Do you see that? 7 MR. ROBERTS: Objection.
8 A. Yes 8 THE WITNESS: That there would be at
9 Q. Andthat'sthelinethat you wrote, 9 least 160 more patients enrolled in the study.
10 handwrotein the draft that you edited, correct? 10 BY MR. BAUM:
11 MR. ROBERTS: Objection. 11 Q. And they would not have the problem of a
12 BY MR. BAUM: 12 dispensing error, correct?
13 Q. Right here. 13 MR. ROBERTS: Objection.
14 A. Yes, that's -- that's my handwriting. 14 THE WITNESS: Yes.
15 Q. So by implication, again, what you 15 BY MR. BAUM:
16 conveyed to the FDA was that these eight patients 16 Q. Okay. Sonextitsays, inthisletter
17 subject to the dispensing error were not standardly 17 tothe FDA, "For reporting purposes, the primary
18 double-blinded, right? 18 efficacy analysiswill exclude the eight potentially
19 MR. ROBERTS: Objection. 19 unblinded patients, with a secondary analysis including
20 THE WITNESS: Wdll, it'snot really 20 them also to be conducted.”
21 exactly what | wrote. 21 Do you see that?
22 BY MR. BAUM: 22 A. Yes
23 Q. What did you write? 23 Q. Sothat, again, iswhat actually went to
24 A. And afull complement of 160 additional 24 the FDA saying that the primary efficacy analysis would
Page 315 Page 317
1 patientswill be enrolled. 1 exclude the patients exposed to the dispensing error,
2 Q. Sowereyou thinking that there would be 2 correct?
3 anew group of patients that would be enrolled that 3 MR. ROBERTS: Objection.
4 would not be subject to the dispensing error? 4 THE WITNESS: Yes.
5 A. | don't know what | was thinking, but | 5 BY MR. BAUM:
6 don't think that's what | was thinking. 6 Q. And that's not what was done, correct?
7 Q. What did that line mean? 7 MR. ROBERTS: Objection.
8 MR. ROBERTS: Objection. 8 THE WITNESS: That's correct.
9 THE WITNESS: That there would be -- I'd 9 BY MR. BAUM:
10 have to speculate. 10 Q. Do you know why there was a change?
11 BY MR. BAUM: 11 A. | would have to speculate.
12 Q. Wadll, you were the author. 12 Q. Okay. So, ultimately, what Forest
13 MR. ROBERTS: Objection. 13 promised the FDA was going to do, it didn't do,
14 BY MR. BAUM: 14 correct?
15 Q. That was your handwriting; that was your 15 MR. ROBERTS: Objection, you're
16 thoughts. 16 testifying.
17 MR. ROBERTS: Objection. 17 THE WITNESS: They conducted both of the
18 THE WITNESS: It was my thoughts 20 18 analyses.
19 years ago, but -- and if you want me to 19 BY MR. BAUM:
20 speculate, | can speculate on -- 20 Q. Allright. But which one was designated
21 BY MR. BAUM: 21 asthe primary analysis?
22 Q. | wouldn't call it speculation when I'm 22 MR. ROBERTS: Objection.
23 taking to the guy who actually wrote it, but you give 23 THE WITNESS: Theanalysisof thel TT
24 me your best impression of what you thought you meant. |24 population was the primary analysis.

ol kow Technol ogi es,

I nc.

Page 80 (314 - 317)






Charl es Flicker,

Ph. D.

© 00 N o g b~ W N B

N NN R B R R R R R R R R
N P O © 0 N OO o0 b W N P O

Page 318
BY MR. BAUM:

Q. Andwhat it says hereisthat they were
going to have the analysis with the eight unblinded
patients, potentially unblinded patients excluded,
correct?

MR. ROBERTS: Objection.
THE WITNESS: Yes.
BY MR. BAUM:
Q. That wasamore scientificaly
appropriate thing to do, wasn't it?
MR. ROBERTS: Objection.
THE WITNESS: | would characterizeit is
aproposed solution to the unblinding problem.
MR. BAUM: Okay. Let'sgo to Exhibit

22.

(Document marked for identification as

Flicker Deposition Exhibit No. 22.)

BY MR. BAUM:

Q. SoExhibit 22 is MDL-FORP0168046. It's
an e-mail from Joan Barton to you, Paul Tiseo, Joan
Howard Jane Wu and Carlos Cobles dated December 6, 2000
regarding CIT-MD-18 study drug.
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THE WITNESS: No.
BY MR. BAUM:
Q. That'swhat you wrote in your
handwriting, right?
MR. ROBERTS: Objection.
THE WITNESS: No.
BY MR. BAUM:
Q. What did you write?
A. | wrotethat 160 more patients would be
enrolled.
Q. Okay. Maybel misunderstood. That's
what | thought | was saying.
So and here Ms. Barton says, the study
drug was unblinded, not potentially unblinded, correct?
MR. ROBERTS: Objection.
THE WITNESS: It says "study drug was
unblinded."
BY MR. BAUM:
Q. Itdoesn't say potentially unblinded or
potential to cause bias?
MR. ROBERTS: Objection.
BY MR. BAUM:

23 Do you see that? 23 Q. It saysthey were unblinded, right?
24 A. Yes 24 A. Weél, the study drug was not blinded.
Page 319 Page 321
1 Q. Doesit appear to have been produced in 1 Q. Thissaysthe study drug was unblinded,
2 theordinary course of business? 2 correct?
3 MR. ROBERTS: Objection. 3 MR. ROBERTS: Objection.
4 THE WITNESS: Yes. 4 THE WITNESS: Right. That's not the
5 BY MR. BAUM: 5 same as the study being unblinded or the
6 Q. Doyou have any reason to believe that 6 patients being unblinded.
7 you didn't receiveit? 7 BY MR.BAUM:
8 MR. ROBERTS: Objection. 8 Q. Okay. Solet's-- but this--
9 THE WITNESS: No. 9 A. Thestudy drug was not -- it would be
10 BY MR. BAUM: 10 more accurate to say the study drug was not blind.
11 Q. Okay. Sohereit says, "Attached isa 11 Q. Sothat would be a protocol violation,
12 table showing which patients were randomized when the |12 though, right?
13 problem was discovered that the study drug was 13 MR. ROBERTS: Objection.
14 unblinded. A total of 6 adolescents and 3 children had 14 THE WITNESS: | would regard that asa
15 aready been randomized. Please let me know if this 15 protocol violation.
16 will alter the total number of child or adolescent 16 (Document marked for identification as
17 patientsto be randomized for thistrial." 17 Flicker Deposition Exhibit No. 23.)
18 Did | read that correctly? 18 BY MR. BAUM:
19 A. Yes 19 Q. Weregoing to go to the next exhibit,
20 Q. Soyou had recommended that another 160 20 Exhibit 23. Thisis dated January 5th, 2001. It'sa
21 patients be brought in to create atrial that didn't 21 Forest Labsinter-office memorandum from James Jin,

N NN
A W N

have any patients exposed to the dispensing error,
correct?
MR. ROBERTS: Objection.

N NN
A W N

draft statistical analysis plan, and it's addressed to
Ed Lakatos, Jane Wu, Wendy Ma, Shanshan Wang and Julie
Kilbane.
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1 MR. ROBERTS: They're on the CC line. 1 (Document marked for identification as

2 BY MR. BAUM: 2 Flicker Deposition Exhibit No. 24.)

3 Q. OntheCCline. Andthenif you -- 3 BY MR. BAUM:

4 well, do you recall being involved in any of the 4 Q. ThisisExhibit 24, and thisisan

5 citalopram clinical trial meetings? 5 inter-office memorandum from James Jim to Paul Tiseo,

6 MR. ROBERTS: Objection. 6 Charles Flicker and Ivan Gergel dated January 5th,

7 THE WITNESS: | must have been. These | 7 2001, MDL-FORPO175632.

8 particular meetings? Oh, the citalopram 8 Do you see that?

9 clinical team? 9 MR. ROBERTS: No, that's not. Canyou
10 BY MR. BAUM: 10 read the MDL again? | think we're looking at
11 Q. Therewere multiple clinical team 11 different things, but maybe we're not. What's
12 meetings. 12 your number again? Isit 499367
13 Do you recall having like weekly 13 MR. WISNER: We'relooking at the same
14 meetings? 14 thing, it'sjust the script is --

15 A. | don't know. 15 MR. BAUM: I'vegot 49936. Did | read

16 Q. Didyou attend any of them? 16 something off wrong?

17 MR. ROBERTS: Objection. 17 MR. ROBERTS: You didn't read 49936, |

18 THE WITNESS: | don't know. 18 don't think, did you?

19 BY MR. BAUM: 19 MR. WISNER: Go off the record.

20 Q. Okay. Here-- doyou know who James Jin |20 MR. BAUM: No, here, | got it, Exhibit

21 was? 21 24 you have is FORP0049936; is that correct?

22 A. Vaguely. 22 MR. ROBERTS: Yes.

23 Q. Doyourecal hewasabiostatistician 23 BY MR. BAUM:

24 onthe MD-18? 24 Q. And thisisamemorandum from Dr. Jin to
Page 323 Page 325

1 A. Yeah. 1 you, Paul Tiseo, Scott McDonald, Ed Lakatos and Jane Wu

2 Q. Doyou recall corresponding with him 2 dated July 10, 2001, correct?

3 about getting drafts of the tables done? 3 A. Yes

4 MR. ROBERTS: Objection. 4 Q. Andit hasatest run 3tables:

5 THE WITNESS: No. 5 CIT-MD-18.

6 BY MR. BAUM: 6 Do you recall this document?

7 Q. Haveyou seen documents going back and 7 A. No.

8 forth between you regarding drafts of the efficacy 8 Q. Haveyou seen this document before?

9 tables? 9 MS. KIEHN: Hejust says he doesn't
10 MR. ROBERTS: Objection. 10 recall it.

11 THE WITNESS: No. 11 MR. ROBERTS: Objection.

12 BY MR. BAUM: 12 THE WITNESS: No.

13 Q. Allright. So herehe'ssaying, 13 BY MR. BAUM:

14 “attached for your review is draft statistical analysis 14 Q. Wasthisdocument produced in the

15 plan," and please return your comments, and there were |15 ordinary course of Forest business?

16 nine patients who were randomized at the beginning of |16 MR. ROBERTS: Objection.

17 the study but not blinded. 17 THE WITNESS: Looks that way.

18 Do you seethat? 18 BY MR. BAUM:

19 A. Yes | seethat. 19 Q. Do you have any reason to believe that
20 Q. Soright there he's saying they were not 20 youdidn't receiveit?

21 blinded, correct? 21 MR. ROBERTS: Objection. He doesn't
22 MR. ROBERTS: Objection. 22 recall it.

23 THE WITNESS: That'swhat it says. 23 THE WITNESS: No.

24 MR. BAUM: Let's go to the next exhibit. 24 BY MR. BAUM:
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Page 328

1 Q. Sothe subject of this memo that you 1 Do you see that?
2 sent wastest run 3 tables. 2 A. Yes
3 What does that mean? 3 Q. And then below there's an e-mail from
4 MR. ROBERTS:. Objection. 4 Jane Wu to Paul Tiseo and you regarding CIT-MD-18. It
5 THE WITNESS: Where does it say that? 5 says, Paul, Charlie, we will meet with you to talk
6 BY MR. BAUM: 6 about the results of CIT-18 in R& D conference room at
7 Q. It'sinthesubject line, test run 3 7 9:30to 10:30 on August 10th.
8 tablesCIT-MD-18. 8 Do you recall attending that meeting?
9 A. What does that mean? 9 MR. ROBERTS: Objection.
10 Q. Yeah 10 THE WITNESS: No.
11 A. | don't know. 11 BY MR. BAUM:
12 Q. Doyou recal arun being done of the 12 Q. Doyou recall that August 10th isthe
13 tablesfor MD-18 to seeif the program worked? 13 date, according to Mary Prescott, you sent her positive
14 MR. ROBERTS: Objection. 14 resultsfor CIT-MD-18, from that earlier e-mail?
15 THE WITNESS. No. 15 MR. ROBERTS: Objection.
16 BY MR. BAUM: 16 THE WITNESS: No.
17 Q. Okay. Do you seethe handwriting below? |17 BY MR. BAUM:
18 A. Yes. 18 Q. Wasit acoincidence they're the same
19 Q. Isyour handwriting? 19 dates?
20 MR. ROBERTS:. Objection. 20 MR. ROBERTS: Objection.
21 THEWITNESS: Yes. 21 MS. KIEHN: Hejust said he doesn't
22 BY MR. BAUM: 22 remember being the same date.
23 Q. Andit hasthisinstructions, it looks 23 THE WITNESS: No.
24 |ike, to James Jin; isthat correct? 24 BY MR.BAUM:
Page 327 Page 329
1 MR. ROBERTS: Objection. 1 Q. Sodoes this appear to be produced in
2 THE WITNESS: Yes. 2 the ordinary course of business?
3 BY MR. BAUM: 3 MR. ROBERTS: Objection.
4 Q. And among those instructions is please 4 THE WITNESS: This memo?
5 provide draft appendix tables and plots: 1 primary 5 BY MR. BAUM:
6 efficacy analysis- ITT subpopulation, asterisk, 6 Q. Yeah, thise-mail here, this e-mail
7 asterisk, patients with drug dispensing error excluded. 7 string.
8 Do you seethat? 8 A. Yeah.
9 A. Yes 9 Q. Do you have any reason to doubt you
10 Q. That'syour handwriting, and that's what 10 received the e-mail that was addressed to you?
11 youwereinstructing at the time? 11 MR. ROBERTS: Objection. He doesn't
12 MR. ROBERTS: Objection. 12 remember.
13 THE WITNESS: Yes. 13 THE WITNESS: No.
14 (Document marked for identification as 14 BY MR. BAUM:
15 Flicker Deposition Exhibit No. 25.) 15 Q. Okay. So at thispoint, per this
16 BY MR. BAUM: 16 e-mail, the analysis excluding the unblinded patients
17 Q. We'rejust going to go to the next 17 was appearing as Tables 4.1A and 4.1B and not in the
18 exhibit, 25, which is MDL-FOREM0010201 from JaneWuto |18 appendix, right?
19 JamesJin and Qiong Wang, and it says, "We need to 19 MR. ROBERTS: Objection. He'stalking
20 generate Tables4.1A and 4.1B for ITT population, 20 about Exhibit 25 in here.
21 excluding the 9 patients who were unblinded at the 21 THE WITNESS: No, but he's saying -- no,
22 beginning of the study. Can you please tell Qiong who 22 thisis arequest to --
23 they areand try to get the results before 9:30, Friday 23 MR. ROBERTS: Y ou can ask him to clarify
24 morning?" Thiswas sent at 12:30 am. on August 10th. 24 if you don't understand.
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Page 332

1 THE WITNESS: Let mejust look at this. 1 41A.
2 BY MR. BAUM: 2 MR. ROBERTS: Areyou talking the one
3 Q. Waell, that document is going to be a 3 that endsin 703.
4 little confusing to you because that was a -- 4 THE WITNESS: Oh, yeah, it endsin Bates
5 A. No, that'snot confusing at al. 5 Number 703. Thanks.
6 MS. KIEHN: Give him time to look at the 6 MR. ROBERTS: So the Bates numbers are
7 documents. 7 in the bottom right corner. It should say 703
8 BY MR. BAUM: 8 at the bottom of it.
9 Q. Allright, go ahead. 9 MR. WISNER: 4.1A.
10 A. No. My understanding of this document 10 MR. ROBERTS: Right there. Sothisis
11 jsthat Jane Wu istelling James Jin to do areanalysis |11 what he's talking about.
12 in which the eight patients are excluded, but Table 12 THE WITNESS: Okay.
13 4.1A isanITT analysis. It'sright in here. 13 BY MR. BAUM:
14 Q. Yesh 14 Q. You seethe handwriting in the upper
15 A. Sothisisasubpopulation analysis. 15 right?
16 Q. Okay. So herelet mejust move onto 16 A. Yes.
17 another subject. | got your answer there. 17 Q. Itsays"excluded 9 patients."
18 You're saying that thisis-- the 18 A. Yes.
19 reanalysis may not have ended up asa4.1A or 4.4B; is |19 Q. That'syour handwriting, isn't it?
20 that correct? 20 A. No.
21 MR. ROBERTS: Objection. 21 Q. That'snot your handwriting?
22 THE WITNESS: No, that's not what I'm 22 A. No.
23 saying. I'm saying the ITT analysisin this 23 MR. ROBERTS: Objection.
24 analysisplanis4.1A. 24 BY MR. BAUM:
Page 331 Page 333
1 BY MR. BAUM: 1 Q. Okay. Soit'sdated August 10, 2001.
2 Q. Okay. Now, next she saysthat that 2 You seethe table date there?
3 analysis was being done "excluding the 9 patientswho | 3 A. Yes.
4 were unblinded at the beginning of the study." 4 Q. Doesthisappear to have been produced
5 Do you see that? 5 intheordinary course of Forest business?
6 A. Yes 6 MR. ROBERTS: Objection.
7 Q. And she's saying who were unblinded, not 7 THE WITNESS: Yes.
8 potentially unblinded or with the potential to cause 8 BY MR. BAUM:
9 patient bias. Thisissaying that excluding the nine 9 Q. If youlook at the -- if you look across
10 patients who were unblinded at the beginning of the 10 thetop, thetotal N numbers were 85 and 89 for the
11 study, correct? 11 participantsin thetrial. That ended up to 174.
12 MR. ROBERTS: Objection. 12 Do you see that?
13 THE WITNESS: That isthe language that 13 A. Yes.
14 she used. 14 Q. That number isthe number with the
15 MR. BAUM: Okay, let's go to the next 15 unblinded patients included, and if you take them out,
16 exhibit. 16 you end up with anumber of 166, correct?
17 (Document marked for identification as 17 MR. ROBERTS: Objection.
18 Flicker Deposition Exhibit No. 26.) 18 THE WITNESS: Okay.
19 BY MR. BAUM: 19 BY MR. BAUM:
20 Q. Exhibit 26, MDL-FORP0049697. Thisisan |20 Q. Andif youlook down at the N numbersin
21 undated document from your custodial file, and these |21 the body of thistable, you'll see that the N for the
22 areefficacy tablesfor CIT-MD-18, and if you flip a 22 tota placebo patientsis 81, and the N for the total
23 couple pagesin to one, two, three -- the fourth page 23 citalopram patientsis 85.
24 in, you'll see some handwriting up at thetop of Table |24 Do you see that?
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1 A. Where are you looking, in the actual 1 Q. Sothere was ameeting that was being
2 tables? 2 held on August 10 in one of the earlier e-mails.
3 Q. Right there, thisN. 3 Do you recall that?
4 A. Yeah, yeah. 4 A. No.
5 Q. Andif you go here, that's 81. 5 Q. Allright. Sothat --
6 A. Right. 6 A. Oh, dol recal the e-mail that we
7 Q. Andthen over here, it's85. And 7 looked at?
8 throughout each of these weeksiit's 81 and 85. 8 Q. Yeah, yeah.
9 A. Got you. 9 A. Yes.
10 Q. And that adds up to 166, correct? 10 Q. That there was a meeting that was being
11 A. Yes 11 held the morning of August 10 --
12 Q. Sothat'sthe number of patients when 12 A. Yes.
13 you exclude the nine patients who were subject to the |13 Q. -- andthat needed to get arun done
14 dispensing error, correct? 14 with the unblinded patients excluded for that meeting.
15 MR. ROBERTS: Objection. 15 A. Yes.
16 THE WITNESS: Yes, it's consistent with 16 Q. Doyou recall that?
17 the comment. 17 MR. ROBERTS: Objection.
18 BY MR. BAUM: 18 BY MR. BAUM:
19 Q. Andif you go over to the next page, 19 Q. Andthenthisisarun that's dated
20 you'll seethat at Week 8 there's a P-value of .052, 20 August 10 for that. Do you --
21 correct? Right there, yes? 21 MR. ROBERTS: Objection.
22 A. Yes 22 BY MR. BAUM:
23 Q. Andsothat's--thisisthetable that 23 Q. --seethat?
24 ended up becoming essentially Appendix 6 inthe study |24 A. Wadll, yes, | know what you mean.
Page 335 Page 337
1 report, correct? 1 Q. Andsodoyou--wasit at that moment
2 A. Yes 2 when you first learned that the -- with the excluded
3 MR. ROBERTS: Objection. 3 dispensing error patients, the P-value was greater than
4 BY MR. BAUM: 4 .0507?
5 Q. Andit wasnot made 3.1, which wasthe 5 MR. ROBERTS: Objection.
6 primary efficacy outcome, correct? 6 THE WITNESS: I'm assuming that this
7 MR. ROBERTS: Objection. 7 meeting held on August 10th was held, it would
8 THE WITNESS: Excuse me? 8 appear that that would be the first time that
9 BY MR. BAUM: 9 those -- that that analysis was available.
10 Q. Thistable was not used as the primary 10 BY MR. BAUM:
11 outcome measure; it was placed in the appendix of the 11 Q. Isthat the reason why the analysis
12 study report, correct? 12 excluding the patients was not used as the primary
13 MR. ROBERTS: Objection. 13 efficacy measure?
14 THE WITNESS: Yes. 14 MR. ROBERTS: Objection.
15 MR. BAUM: So now we can take a break. 15 THE WITNESS: That requires speculation
16 THE VIDEOGRAPHER: We will be going off |16 on my part.
17 the record at 2:32 p.m. This marks the end of 17 BY MR. BAUM:
18 Media?. 18 Q. Weéll, you and Amy Rubin and Tracey
19 (Brief recess.) 19 Varner essentially promised the FDA that the primary
20 THE VIDEOGRAPHER: We will be going back |20 efficacy measure would exclude those patients, correct?
21 on therecord at 2:43 p.m. This marksthe 21 MR. ROBERTS: Objection.
22 beginning of Media 8. 22 THE WITNESS: We -- there was a proposal
23 Go ahead, Counssl. 23 to the FDA that a primary efficacy analysis
24 BY MR. BAUM: 24 would be done in which those patients were
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excluded. | don't know what the response to
the agency was.

BY MR. BAUM:
Q. Okay.
A. Response of the agency was.
Q. Anditwasn'taproposa. It saidwe
will not include them, correct?
MR. ROBERTS: Objection.
THE WITNESS: I'm not exactly sure, but
it was -- but there is a description of a
primary efficacy analysis excluding the eight
patients.
BY MR. BAUM:
Q. Okay. And that says, for reporting
purposes, the primary efficacy analysis will exclude

© 0O N O g b~ W N P

10

Page 340
Q. And does that appear to be your
handwriting?
A. Yes
Q. Andthentheresacirclearound Charlie
Flicker with an arrow going down to James Jin.
Do you see that?
A. Yes
Q. Didyoudo that?
MR. ROBERTS: Objection.
THE WITNESS: That looks like my
handwriting.
BY MR. BAUM:
Q. Doesthisappear to be a document
produced in the ordinary course of Forest business?
MR. ROBERTS: Objection.

16 the eight potentially unblinded patients. 16 THEWITNESS: Yes.
17 Do you see that? 17 BY MR.BAUM:
18 A. Yes 18 Q. And do you have any doubt that you
19 Q. Itdoesn't propose that, it saysit will 19 received this document and sent something back to James
20 not be included, correct? 20 Jin?
21 MR. ROBERTS: Objection. 21 MR. ROBERTS: Objection.
22 BY MR. BAUM: 22 THE WITNESS: It seemslikely.
23 Q. They will not be included, correct? 23 BY MR.BAUM:
24 MR. ROBERTS: Objection. 24 Q. Andif youlook at the next page, you
Page 339 Page 341
1 THE WITNESS: Still aproposal. 1 seeyour handwriting again on the next page?
2 BY MR. BAUM: 2 A. Yeah.
3 Q. It doesn't say may, it sayswill, 3 Q. Andthat up inthe upper right, there's
4 doesn'tit? 4 a7/17/01 date.
5 MR. ROBERTS: Objection. 5 Do you see that?
6 THE WITNESS: Yes, it does say will. 6 A. Yeah.
7 MR. BAUM: Let's go to the next exhibit. 7 Q. Soit appears that your interchanging
8 (Document marked for identification as 8 some drafts back and forth with James Jin with some
9 Flicker Deposition Exhibit No. 27.) 9 suggestions of things to do, and one of the things
10 BY MR. BAUM: 10 suggested in July 17th wasto provide an analysis with
11 Q. ThisisExhibit 27, whichis 11 the subpopulation with these patients with the drug
12 MDL-FORP0050230, and it's to Paul Tiseo and Charlie 12 dispensing error excluded, then here's James Jin saying
13 Flicker from James Jin and Jane Wu, final draft tables, 13 that he'sreturning to you afinal analysis.
14 CIT-MD-18 dated August 10, 2001, which is the same date |14 Do you see that?
15 that we've been dealing with, correct? 15 MR. ROBERTS: Objection.
16 MR. ROBERTS: Objection. 16 BY MR. BAUM:
17 BY MR. BAUM: 17 Q. It'sactualy probably from James Jin
18 Q. Intheselast two or three e-mails, the 18 and Jane Wu, and she's saying please let James know or
19 August 10, see there's adate of August 10? 19 it says please let James know, so it's probably
20 A. August 10th, yes, August 10th. 20 actually written by Jane Wu in conjunction with James
21 Q. Okay. And then in the upper right 21 Jin.
22 there's handwriting 9/13/01. 22 Do you see that?
23 Do you see that? 23 MR. ROBERTS: Objection.
24 A. Yes. 24 THE WITNESS: Yeah, | mean, these are
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1 two separate memos at different times but... 1 A. Yes
2 BY MR. BAUM: 2 Q. Anditsays"was unblinded" as opposed
3 Q. Okay. Soin thisthird paragraph here 3 to potentially unblinded, correct?
4 of thememo it says, "However, for the ITT population 4 MR. ROBERTS: Objection.
5 minus' -- 5 THE WITNESS: That's the language they
6 MR. ROBERTS: First page. Hold on. 6 Use, yes.
7 He's on the second page. 7 BY MR.BAUM:
8 BY MR. BAUM: 8 Q. And that was Jane Wu and James Jin,
9 Q. It says, However, for the ITT population 9 correct?
10 minus the nine patients for which the treatment was 10 A. Yes
11 unblinded at the beginning of the study, there were 11 MR. BAUM: WEe're going to go to Exhibit
12 gatistically significant treatment-by-age interaction 12 28.
13 with the CDRS-R, CGI-I, K-SADS-P. 13 (Document marked for identification as
14 Do you see that? 14 Flicker Deposition Exhibit No. 28.)
15 A. Yes 15 BY MR. BAUM:
16 Q. Soit lookslike Jin and Wu were 16 Q. Okay. ThisisExhibit 28,
17 complying with your request to have arun donewith the |17 MDL-FOREMO0002742. It'san e-mail from Bill Heydorn to
18 nine patients excluded, correct? 18 Evelyn Kopke dated 10/24/2001, notes from the
19 MR. ROBERTS: Objection. 19 conference call October 4 with attachment notes from
20 THE WITNESS: Didn't we already see 20 conference call with PharmaNet, October 4, 2001.
21 that? 21 Do you see that?
22 BY MR. BAUM: 22 A. Yes
23 Q. Waell, I'mjust reading to you what this 23 Q. Okay. Andthenif youlook at the
24 line says; isthat correct? 24 e-mail down below, it has you as one of the recipients
Page 343 Page 345
1 MR. ROBERTS: Objection. 1 onthe CC.
2 THE WITNESS: Well, thislookslike a 2 Do you see that?
3 different set of table. Thisisobviously a 3 A. Yes
4 much -- | mean, I'm assuming that these -- if 4 Q. Andthenif youlook on the attachment
5 thisis associated with this, thisis obviously 5 it has as attendees for a conference call with
6 amuch larger set of tables. 6 PharmaNet dated October 4, 2001. Forest is Charles
7 BY MR. BAUM: 7 Ficker, Bill Heydorn, James Jin and Jane Wu, and
8 Q. Yeah. Okay. What I'm trying to get at 8 Evelyn Kopke and Gundi LaBadie for PharmaNet.
9 isthisis saying that they did arun with the nine 9 Do you see that?
10 patients excluded, per this cover e-mail, correct? 10 A. Yes
11 MR. ROBERTS: Objection. 1 Q. Doesit appear that you were involved
12 THE WITNESS: Well, thisisafull set 12 with atelephone conference with PharmaNet on
13 of tables. The run with the guys excluded was 13 October 24, 20017
14 that little memo. 14 MR. ROBERTS: Objection. You mean
15 BY MR. BAUM: 15 October 4th?
16 Q. Okay. Theonewejust looked at before 16 BY MR. BAUM:
17 that said excluded nine patients, correct? 17 Q. Octaber 4, sorry, October 4, 2001.
18 MR. ROBERTS: Objection. 18 MR. ROBERTS: Objection.
19 THE WITNESS: Yeah. 19 THE WITNESS: Yeah, it looks that way.
20 BY MR. BAUM: 20 BY MR. BAUM:
21 Q. Hereit says, "However, for the ITT 21 Q. And does this appear to have been
22 population minus the nine patients for which the 22 produced in the ordinary course of Forest business?
23 treatment was unblinded at the beginning of the study." |23 MR. ROBERTS: Objection.
24 Do you see that? 24 THE WITNESS: Y eah.
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1 BY MR. BAUM: 1 positive.
2 Q. Do you have any doubt that you 2 BY MR. BAUM:
3 participated in or sent or received any of the 3 Q. Okay. And so herethereisaplan of
4 correspondence attached to this e-mail? 4 emphasizing the positive findings at earlier time
5 MR. ROBERTS: Objection. 5 points and for the secondary efficacy variables,
6 THE WITNESS: A little bit. 6 correct?
7 BY MR. BAUM: 7 MR. ROBERTS: Objection.
8 Q. What'sthat? 8 THE WITNESS: It says, "emphasize the
9 A. I don'tknow. | could have walked out 9 positive findings at earlier time points.”
10 onameeting. | could have never gotten it. It 10 BY MR. BAUM:
11 doesn't look very familiar. 1 Q. That'salittle misleading, isn't it?
12 Q. Okay. Solet'stake alook at some of 12 MR. ROBERTS: Objection.
13 thethings that are itemized on the points that Bill 13 THE WITNESS: I'd say it's putting a
14 Heydorn sent to you and Natasha Mitchner and James Jin | 14 best foot forward.
15 and Jane Wu. 15 BY MR. BAUM:
16 It says at Paragraph 9, "For secondary 16 Q. And not emphasizing the failure at Week
17 efficacy measures, no significant difference at the 17 8, correct?
18 week 8 LOCF andlysis. There are some significant 18 MR. ROBERTS: Objection.
19 findings early onin treatment. Forest looking at 19 THE WITNESS: There's no -- there's no
20 individua patient listings to seeif there are any 20 indication that those differences would be
21 cluesasto why week 8 findings were not positive. For |21 concealed. It's saying that the emphasis will
22 now, emphasize the positive findings at earlier time 22 be placed on where there was significant
23 points for the secondary efficacy variables." 23 differences.
24 Do you see that? 24 BY MR. BAUM:
Page 347 Page 349
1 A. Yes 1 Q. That'swhat ended up happening in the
2 Q. Do you see here that they're saying that 2 study report, right?
3 the Week 8 findings were not positive for the secondary | 3 MR. ROBERTS: Objection.
4 endpoints? 4 BY MR. BAUM:
5 MR. ROBERTS: Objection. 5 Q. Yes?
6 THE WITNESS: It says no significant 6 A. | havenoidea
7 difference. 7 Q. Youdon' recall what we just went over
8 BY MR. BAUM: 8 today showing you that that's what --
9 Q. Itsaysastowhy the Week 8 findings 9 A. Oh, the study report?
10 were not positive, correct? Thisis Bill Heydorn -- 10 Q. Yes
11 A. "Astowhy week 8 findings were not 11 MR. ROBERTS: Objection.
12 positive," yes. 12 THE WITNESS: | thought we were talking
13 Q. Okay. Soit'scharacterizing the 13 about --
14 secondary outcome measures as not being positive, 14 BY MR. BAUM:
15 correct? 15 Q. That plan was --
16 MR. ROBERTS: Objection. 16 A. Isthisapublication?
17 THE WITNESS: It saysthe Week eight 17 Q. Thisisthe-- this Exhibit 28 are notes
18 L OCF shows no significant difference on 18 for -- points of note in study report for CIT-MD-18.
19 secondary efficacy measures. 19 A. Oh, thisrefersto the study report?
20 BY MR. BAUM: 20 Q. Yes Andsothis--
21 Q. Andit aso refersto them as not being 21 A. | thought it was a publication.
22 positive, correct? 22 Q. No. Thisiswhat was notes from a
23 MR. ROBERTS: Objection. 23 meeting that resulted in a draft of the study report
24 THE WITNESS: Yes, he says here not 24 that -- and there were plans here to refer to these
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1 secondary endpoints, emphasize the positive findingsat | 1 different than what Forest told the FDA it was going to
2 earlier time points for the secondary efficacy 2 do when it excluded the nine patients and said that
3 variables. 3 they were going to have that analysis be the primary
4 That's what was done in the study 4 efficacy anaysis; thisis different than that, isn't
5 report, correct? 5 it?
6 MR. ROBERTS: Objection. 6 A. Forest --
7 THE WITNESS: In the efficacy writeup, 7 MR. ROBERTS: Objection,
8 the focus was on where there was a positive 8 mischaracterizes the document, asked and
9 effect. 9 answered.
10 BY MR. BAUM: 10 THE WITNESS: Y eah, Forest proposed to
11 Q. Andomission of the Week 8 negative 11 the FDA to conduct the analysis of -- with the
12 effect, correct? 12 patients excluded as the primary.
13 MR. ROBERTS: Objection. 13 BY MR. BAUM:
14 THE WITNESS: That was available in the 14 Q. And this paragraph is saying doing
15 tables, but the writeup does emphasize where 15 something different, correct?
16 there were significant differences. 16 MR. ROBERTS: Objection.
17 BY MR. BAUM: 17 THE WITNESS: This paragraphisnotin
18 Q. Okay. Sonextin Paragraph 11 says, 18 agreement with that.
19 "dosing error - some citalopram tables were not 19 BY MR. BAUM:
20 blinded." 20 Q. Okay. Andaso hereit says"9 patients
21 Do you seethat? Paragraph 11? 21 who received unblinded," not potentially unblinded,
22 A. Yes 22 correct?
23 Q. And"the9 patients who received 23 MR. ROBERTS: Objection.
24 unblinded medication were included in the main 24 THE WITNESS: The language hereis
Page 351 Page 353
1 analyses; a secondary post-hoc analysis of the ITT 1 unblinded.
2 subpopulation was done. Refer to these analyses 2 BY MR. BAUM:
3 briefly in methods and results and reference the reader | 3 Q. Andthenit says, "dosing error - some
4 to the appendix table." 4 citalopram tables were not blinded."
5 Do you see that? 5 Do you seethat? It doesn't say
6 A. Yes 6 potentially unblinded, it says were not blinded,
7 Q. That'swhat actually happened in the 7 correct?
8 study report, correct? 8 MR. ROBERTS: Objection.
9 MR. ROBERTS: Objection. 9 THE WITNESS: Well, | don't know what an
10 THE WITNESS: It's certainly -- they're 10 unblinded tableis.
11 certainly referred to, and it did look asif 11 BY MR. BAUM:
12 the relevant analyses were in the appendix. 12 Q. Wiédl, hereit'sdirectly saying they
13 BY MR. BAUM: 13 were not blinded, which is more consistent with your
14 Q. Andthat's different than what Forest 14 saying that the blind was unmistakenly violated,
15 told they were going to do with the primary efficacy 15 correct?
16 analysisrelative to the nine patients who received 16 MR. ROBERTS: Objection,
17 unblinded medication, correct? 17 mischaracterizes the withess' testimony,
18 MR. ROBERTS: Objection, asked and 18 mischaracterizes the document.
19 answered. 19 THE WITNESS: What?
20 THE WITNESS: Could you repeat that? 20 BY MR. BAUM:
21 BY MR. BAUM: 21 Q. Yousaidthat you thought that the blind
22 Q. Paragraph 11 saying that the post-hoc 22 had been unmistakenly violated, correct?
23 anaysisof the ITT subpopulations with the nine 23 MR. ROBERTS: Objection,
24 patients being excluded being placed in the appendix is | 24 mischaracterizes the witness' testimony.
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1 THE WITNESS: | said that the integrity 1 A. |beieveso. | mean,itis--it's
2 of the blind -- that there was a violation of 2 not -- it's somewhat speculative, but | believe so.
3 the integrity of the blind. 3 Q. Okay. Doyou recall what that is?
4 BY MR. BAUM: 4 A. What | think it wasisthat the
5 Q. Isthislanguage here more consistent 5 dtatistical group insisted upon using the study'sITT
6 with what ended up in the study report? 6 population.
7 MR. ROBERTS: Objection. 7 Q. Okay, thank you.
8 MR. BAUM: Never mind. Strike that. 8 Y ou gave testimony earlier that
9 MS. KIEHN: Soit's 2:59. 9 suggested that both Table 3.1 and Appendix Table 6
10 MR. ROBERTS: It's 2:59. 10 should be examined, quote, by anyone receiving this
11 BY MR. BAUM: 11 study.
12 Q. Takealook at Paragraph 7. It says, 12 Who were you referring to when you
13 "Note that study was not powered to look at differences |13 referenced, quote, anyone reviewing the study?
14 within two subgroups (children and adolescents). The |14 A. For regulatory reviewers should examine
15 sample size was cal culated based on the anticipated 15 theentire -- al the details.
16 effect sizefor the primary efficacy variable." 16 Q. TheFDA concluded that MD-18 met the
17 Do you see that? 17 threshold for statistical significance on the primary
18 A. Yes 18 outcome measure, correct?
19 Q. Doyourecdl now that the MD-18 wasnot |19 A. Yes
20 powered to look at the subgroup separately? 20 Q. Andthe FDA had both tables, both 3.1
21 MR. ROBERTS: Objection. 21 and Table 6, correct?
22 BY MR. BAUM: 22 A. Yes
23 Q. It was powered to look at them together? 23 Q. Does presenting the primary efficacy
24 A. No. 24 endpoint of 0.3 -- of .038 in a poster or publication
Page 355 Page 357
1 Q. Doesthisindicate that, though? 1 and omitting mention of the post-hoc secondary analysis
2 MR. ROBERTS: Objection. 2 of the intent-to-treat subpopulation resultin a
3 THE WITNESS: That's -- yeah, that's 3 midleading portraya of the study results?
4 what this suggests. 4 A. No. Post-hoc secondary analysis was
5 MR. BAUM: Okay. 5 supportive, overwhelming body of evidence in the study
6 MS. KIEHN: We're going to ask a couple 6 clearly isindicative of atreatment effect.
7 guestions in the event we don't reconvene so 7 Q. Becausetheresult of the post-hoc
8 that we have it on the record. 8 secondary analysisis supportive of the result of the
9 MR. WISNER: Sorry, in the event we 9 primary efficacy parameter, correct?
10 don't reconvene, isthat a possibility? 10 A. Yes
11 MR. ROBERTS: Well, why don't we stay on |11 Q. Thedifferenceis, quote, trivia, as
12 record -- 12 you put it, correct?
13 MS. KIEHN: Anything isapossibility. 13 A. | regard the difference astrivial, yes.
14 MR. ROBERTS: -- ask the questions and 14 MR. BAUM: | just --
15 then we can talk about this off record, all 15 MS. KIEHN: Hold on. No, not until we
16 right? 16 turn it back over.
17 MR. BAUM: All right. Go ahead. 17 MR. BAUM: I'm objecting. You are
18 BY MR. ROBERTS: 18 leading this guy.
19 Q. Okay. Dr. Flicker, do you have an 19 MR. ROBERTS: Okay. Your objectionis
20 understanding as to why the primary efficacy analysis |20 noted.
21 included the nine patients? 21 MS. KIEHN: Y ou're the master of
22 A. Dol have an understanding, excuse me? 22 leading.
23 Q. Astowhy the primary efficacy analysis 23 BY MR. ROBERTS:
24 did include the nine patients? 24 Q. Theresults of the post-hoc secondary
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1 analysis do not undermine the results of the primary | 1 guestioning of Charles Flicker. Media of
2 efficacy parameter; isthat fair? 2 today's deposition will be transferred to the
3 MR. BAUM: Objection, leading. 3 custody of Golkow. We are going off the record
4 THE WITNESS: Yes. 4 at 3:05 p.m. on Friday, November 4th, 2016.
5 BY MR. ROBERTS: 5 (Witness excused.)
6 Q. Now, | would like to direct you back to 6 L
7 Exhibit 14. If you remember, thisis Exhibit 14. We | 7
8 lost it acoupletimes ago, but now it is found. 8
9 | turn you to the top of Page 2 of the 9
10 fax. Soit says"Return of medication" iswhereI'm |10
11 directing you to. It says, "please return all patient 11
12 Kits," correct? 12
13 A. Yes 13
14 Q. Sothesitesdid not know which bottles 14
15 contained pink pills, they were instructed to return |15
16 dl of the patient kits, correct? 16
17 A. Yes, they would have returned all the 17
18 medication they had. 18
19 Q. Okay. Sonow I'mgoingtodirectyouto |19
20 Exhibit 21. Thisisthe FDA letter dated March 20th. |20
21 You cantry and find it within your pile, | actually 21
22 think it'sright over there, Exhibit 21. 22
23 Does this letter inform the FDA that 23
24 there had been a deviation in the protocol procedure, |24
Page 359 Page 361
1 it affected the integrity of the blind? 1 CERTIFICATION
2 A. Yes 2 I, MARGARET M. REIHL, a Registered
3 Q. Becauseit specifically saysthat they, 3 Professional Reporter, Certified Realtime
4 quote, excluded the eight potentially unblinded 4 Reporter, Certified Shorthand Reporter,
5 patients, right? 5 Certified LiveNote Reporter and Notary Public,
6 MR. BAUM: Objection, leading. 6 do hereby certify that the foregoing isatrue
7 BY MR. ROBERTS: 7 and accurate transcript of the testimony as
8 Q. You can answer. 8 taken stenographically by and before me at the
9 A. Yes it doesrefer to eight patients, 9 time, place, and on the date hereinbefore set
10 eight potentially unblinded patients. 10 forth.
11 MR. ROBERTS: Thank you, Doctor, that's 1 I DOFURTHER CERTIFY that | am
12 al. 12 neither arelative nor employee nor attorney
13 BY MR BAUM: 13 nor_ counsel of any of the partleﬁto_thls
14 action, and that | am neither arelative nor
14 Q. Do you have to leave now?
15 A Yesh 15 employee-of sqch aI'Forney or cpunsel, a.nd that
) 16 | am not financially interested in the action.
16 MR. BAUM: Okay. Soweregoing to 17
17 reserve our right to get the rest of our 18
18 minutes and follow up and finish our 19
19 deposition, Margaret M. Reihl, RPR, CRR, CLR
20 MR. ROBERTS: Let's go off the record. 20 CSR #X101497 Notary Public
21 MS. KIEHN: We understand your position. 21
22 We'll take it under advisement. 22
23 THE VIDEOGRAPHER: Thismarkstheend of |23
24 Media 8 and aso the conclusion of today's 24
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  1             IN THE UNITED STATES DISTRICT COURT

                     DISTRICT OF MASSACHUSETTS

  2   ------------------------------

      IN RE:  CELEXA AND LEXAPRO    :MDL NO. 2067

  3   MARKETING AND SALES PRACTICES :Master Docket No.

      LITIGATION                    :09-MD-2067-(NMG)

  4   

      PAINTERS AND ALLIED TRADES    :Case No. 13-CV-13113

  5   DISTRICT COUNCIL 82 HEALTH    :(NMG)

      CARE FUND, A THIRD-PARTY      :

  6   HEALTHCARE PAYOR FUND, on     :

      behalf of itself and all      :

  7   others similarly situated,    :

                Plaintiffs,         :

  8   v.                            :

                                    :

  9   FOREST PHARMACEUTICALS, INC.  :

      and FOREST LABORATORIES, INC.,:

 10             Defendants.         :

      ------------------------------

 11   IN RE:  CELEXA AND LEXAPRO    :MDL NO. 2067

      MARKETING AND SALES PRACTICES :Master Docket No.

 12   LITIGATION                    :09-MD-2067-(NMG)

 13   DELANA S. KIOSSOVSKI and      :Judge Nathaniel M Gorton

      RENEE RAMIREZ, on behalf of   :

 14   themselves and all others     :Case No.

      similarly situated,           :14-CV-13848 (NMG)

 15             Plaintiffs,         :

      v.                            :

 16                                 :

      FOREST PHARMACEUTICALS, INC.  :

 17   and FOREST LABORATORIES, INC.,:

                                    :

 18             Defendants.         :

      ------------------------------

 19   

                               _ _ _

 20                       NOVEMBER 4, 2016

                               _ _ _

 21                    CHARLES FLICKER, Ph.D.

                               _ _ _ 

 22   

                     GOLKOW TECHNOLOGIES, INC.

 23              877.370.3377 ph /917.591.5672 fax

                          deps@golkow.com
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  1                  Videotaped sworn deposition of CHARLES

  2           FLICKER, Ph.D., held at The Wilshire Grand

  3           Hotel, 350 Pleasant Valley Way, West Orange,

  4           New Jersey, commencing at 7:48 a.m., before

  5           Margaret M. Reihl, a Registered Professional

  6           Reporter, Certified Court Reporter, Certified

  7           Realtime Reporter, and Notary Public.

  8   
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 13   
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 15   

 16   

                     GOLKOW TECHNOLOGIES, INC.

 17              877.370.3377 ph / 917.591.5672 fax

                          deps@golkow.com
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  1   A P P E A R A N C E S:

  2   BAUM HEDLUND ARISTEI GOLDMAN PC

      BY:  MICHAEL L. BAUM, ESQUIRE

  3        R. BRENT WISNER, ESQUIRE

      12100 Wilshire Boulevard

  4   Los Angeles, California  90025

      (310) 207-3233

  5   mbaum@baumhedlundlaw.com

      Counsel for Plaintiffs

  6   

  7   

      DEBEVOISE & PLIMPTON, LLP

  8   BY:  KRISTIN D. KIEHN, ESQUIRE

           JOSHUA E. ROBERTS, ESQUIRE

  9   919 Third Avenue

      New York, New York  10022

 10   (212) 909-6000

      kdkiehn@debevoise.com

 11   jeroberts@debevoise.com

      Counsel for Defendant

 12   

 13   Also Present:

 14   Bob Jorissen, Videotape Technician

 15                            _ _ _
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 22   

 23   
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  1                          I N D E X

  2   WITNESS:                                          Page

      CHARLES FLICKER, Ph.D.

  3             By Mr. Baum                             8

                By Mr. Roberts                          355

  4                            _ _ _

  5                       E X H I B I T S

  6   

      FLICKER DEPOSITION EXHIBITS                     MARKED

  7   

  8   No. 1     Subpoena**

                (retained by counsel)                   20

  9   

      No. 2     Letter dated 9/15/10 to Debevoise

 10             & Plimpton from U.S. Department

                of Justice                              41

 11   

      No. 3     United States of America v.

 12             Forest Pharmaceuticals, Inc.

                Violations document                     46

 13   

      No. 4     United State of America v.

 14             Forest Laboratories

                United States' Complaint in

 15             Intervention                            74

 16   No. 5     E-mail dated 7/16/01

                [MDL-FORP0017926]                       90

 17   

      No. 6     E-mail string, top one dated

 18             11/20/01

                [MDL-FORP0018834 through 18835]         94

 19   

      No. 7     Handwritten "Comments on 94404

 20             Study Report"

                [MDL-FORP0019228]                       99

 21   

      No. 8     E-mail string, top one dated

 22             3/8/02

                [MDL-FORP0019157 through 19162]         102

 23   

 24   

�
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  1   No. 9     Forest Laboratories, Inc.

                A Randomized, Double-Blind, Placebo-

  2             Controlled Evaluation of the

                Safety and Efficacy of Citalopram

  3             in Children and Adolescents with

                Depression dated 9/1/99                 116

  4   

      No. 10    E-mail dated 4/10/02, with attached

  5             final, sign-off copy of citalopram

                pediatric study 18                      122

  6   

      No. 11    Forest Laboratories Study Report for

  7             Protocol No. CIT-MD-18

                Completion Date:  10 April 2001         175

  8   

      No. 12    E-mail string, top one dated

  9             8/13/01

                [no Bates]                              245

 10   

      No. 13    Marked up, first draft of the

 11             CIT-MD-18 study report

                [MDL-FORP0018664 through 18730]         253

 12   

      No. 14    Lotus e-mail dated 3/2/00, with

 13             attached FAX

                [MDL-FORP0175697 through 175701]        271

 14   

      No. 15    **skipped

 15   

      No. 16    E-mail dated 3/8/00, with attached

 16             letter to the FDA-DRAFT dated

                3/8/00                                  283

 17   

      No. 17    Letter to the FDA-DRAFT, with

 18             handwritten notes

                [MDL-FORP0168118]                       287

 19   

      No. 18    E-mail dated 3/9/00 and 3/8/00          296

 20   

      No. 19    E-mail string, top one dated

 21             3/14/00                                 301

 22   No. 20    E-mail string, top one dated

                3/15/00                                 305

 23   

 24   
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  1   No. 21    Forest Laboratories letter

                dated 3/20/00

  2             [MDL-FORP0020561]                       310

  3   No. 22    E-mail dated 12/6/00, with

                attached table

  4             [MDL-FORP0168046 through 168047]        318

  5   No. 23    Forest Laboratories Memorandum

                dated 1/5/01

  6             [MDL-FORP0175632 through 175692]        321

  7   No. 24    Forest Laboratories Memorandum

                dated 7/10/01, with handwritten

  8             notes

                [MDL-FORP0049936 through 50089]         324

  9   

      No. 25    E-mails dated 8/9 and 8/10/01

 10             [no Bates]                              327

 11   No. 26    Forest Laboratories Tables

                [MDL-FORP0049697 through 49708]         331

 12   

      No. 27    Forest Laboratories Memorandum

 13             dated 8/10/01

                [MDL-FORP0050230 through 50347]         339

 14   

      No. 28    E-mails dated 10/24 and 10/04,

 15             with attachment notes from

                conference call                         344

 16   

 17                            _ _ _
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 20   

 21   
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  1                  THE VIDEOGRAPHER:  We are going on the

  2           record at 7:48 a.m. on Friday, November 4th,

  3           2016.  Please note that recording will continue

  4           with any objection to going off the record.  My

  5           name is Bob Jorissen, your certified legal

  6           videographer associated with Golkow.  This

  7           deposition is being held at the Wilshire Grand

  8           Hotel located at 350 Pleasant Avenue Way, West

  9           Orange, New Jersey.  The caption of this case

 10           is re: Celexa and Lexapro marketing and sales

 11           practice litigation, Kiossovski and Ramirez on

 12           behalf of themselves and all others similarly

 13           situated versus Forest Pharmaceuticals, Inc.,

 14           et al. in the United States District Court for

 15           the District of Massachusetts.

 16                  The name of the witness is Charles

 17           Flicker.  Appearances will be noted on the

 18           stenographic record.  At this time our court

 19           reporter, Peg Reihl, of Golkow will swear in

 20           the witness and we can proceed.

 21                  Go ahead, Peg.

 22                  ... CHARLES FLICKER, Ph.D., having been

 23           duly sworn as a witness, was examined and

 24           testified as follows ...

�
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  1   BY MR. BAUM:

  2           Q.     Good morning, Dr. Flicker.

  3                  Can you please state and spell your full

  4   name for the record.

  5           A.     C-h-a-r-l-e-s F-l-i-c-k-e-r, Charles

  6   Flicker.

  7           Q.     Do you have a middle name?

  8           A.     Edward, E-d-w-a-r-d.

  9           Q.     What is your current address?

 10           A.     1155 North Courtney Avenue, Merritt

 11   Island, Florida 32953.

 12           Q.     What are you doing up here?

 13           A.     It's where my daughter lives.

 14           Q.     Okay.  Mine lives up here too.

 15                  You're represented by counsel today?

 16           A.     Yes.

 17           Q.     How did you come about having counsel

 18   here today?

 19           A.     They contacted me by telephone.

 20           Q.     Is your attorney -- are your attorneys

 21   paid by Forest?

 22           A.     Not sure.

 23           Q.     You don't know who's paying them?

 24           A.     I'd say that's a reasonable conjecture.

�
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  1           Q.     You're not paying them yourself?

  2           A.     No.

  3           Q.     You've been deposed before, right?

  4           A.     Yes.

  5           Q.     How many times?

  6           A.     I think twice.

  7           Q.     One was in connection with securities

  8   litigation; is that correct?

  9           A.     Securities?  I don't know if it was

 10   securities.

 11           Q.     What do you think the depos -- the

 12   depositions that you already underwent were about?

 13           A.     There was a -- it was a Department of

 14   Justice investigation.

 15           Q.     Regarding Celexa or Lexapro?

 16           A.     It must have been Celexa.  I'm not sure.

 17           Q.     Do you know what the -- what they were

 18   trying to find out about?

 19           A.     I believe there were a number of issues,

 20   but I was asked about Celexa marketing.

 21           Q.     Do you recall what you said?

 22           A.     Not really.  I mean fragments.

 23           Q.     Did you get a copy of the transcript of

 24   those depositions?
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  1           A.     No.

  2           Q.     So there were two depositions?

  3           A.     Perhaps one.

  4           Q.     One deposition?

  5           A.     Perhaps one, perhaps two.

  6           Q.     One with a court reporter?

  7           A.     It was definitely a court reporter at

  8   one.

  9           Q.     Okay.  And the other was maybe being

 10   interviewed by a couple of US attorneys?

 11           A.     Yeah, I don't really remember.

 12           Q.     Do you remember when they were?

 13           A.     About ten years ago.

 14           Q.     Well, you understand that you're under

 15   oath today, correct?

 16           A.     Mm-hmm.

 17           Q.     That's the same oath as if you were

 18   sitting in a courtroom in the witness stand in front of

 19   the jury and a judge.

 20                  Do you understand that?

 21           A.     Yes.

 22           Q.     Okay.  So we have a court reporter here,

 23   and her job is to take down each question and each

 24   answer and get every word we say, and so it's important
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  1   for us to try to make a clean record for her and so

  2   that your answers need to be oral.  Shaking your head

  3   or saying uh-huh or uh-uh are hard for her to

  4   transcribe.

  5                  Did you get that?

  6           A.     I'll try not to mumble.

  7           Q.     Good, and I'll try not to as well.  It's

  8   also important that if possible only one of us talk at

  9   a time.  So I sometimes ask long questions, and at the

 10   very end stick a word on the end and it makes the

 11   difference of what the question means and changes what

 12   your answer might be, and it also gives your attorneys

 13   an opportunity to object.

 14                  When they object, it means that they are

 15   making a comment or a query or a placeholder so that

 16   they can talk to the judge and say my question wasn't

 17   any good and may want to strike the answer, but unless

 18   they tell you not to answer, even if they object, you

 19   should go ahead and answer.

 20                  Does that make sense?

 21           A.     Yes.

 22           Q.     At the end of the deposition, after it's

 23   done the court reporter will make a transcription of

 24   it, and you'll have an opportunity to take a look at it
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  1   and make corrections.  If you do make corrections, if

  2   this gets presented at trial or you appear at trial,

  3   I'll be able to comment on the fact that you made

  4   corrections.  So try to give your best answers if you

  5   can today, okay?

  6           A.     Okay.

  7           Q.     Are there any medical reasons for your

  8   not being able to give your best testimony today?

  9           A.     No.

 10           Q.     Okay.  Are you under any medications

 11   that would interfere with your memory or being able to

 12   give your best answers?

 13           A.     No.

 14           Q.     Have you had any contact with Forest

 15   attorneys about today's deposition?

 16           A.     Yes.

 17           Q.     What contact did you have?

 18           A.     I met with them yesterday.

 19           Q.     For how long?

 20           A.     A couple of hours.

 21           Q.     You understand that you're here today in

 22   connection with lawsuits involving the drugs Celexa and

 23   Lexapro?

 24           A.     I understood Celexa, I guess Lexapro
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  1   also.

  2           Q.     Okay.  And Celexa is the brand name of

  3   citalopram?

  4           A.     Yes.

  5           Q.     And Lexapro is the brand name for

  6   escitalopram?

  7           A.     Yes.

  8           Q.     And do you understand that they're both

  9   SSRIs?

 10           A.     Yes.

 11           Q.     Are you familiar with any of the

 12   allegations in the complaint that's the subject of this

 13   litigation?

 14                  MR. ROBERTS:  I just want to object and

 15           say to the extent that we had any conversations

 16           yesterday, you're not to discuss that, that's

 17           privileged, but anything -- any independent

 18           recollection that you have of the allegations,

 19           you can answer.

 20                  THE WITNESS:  Then the answer would be

 21           no.

 22   BY MR. BAUM:

 23           Q.     You didn't read the complaint?

 24           A.     No.
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  1           Q.     And so your only understanding what the

  2   allegations are based on information that your lawyers

  3   discussed with you yesterday?

  4           A.     Yes.

  5           Q.     Did you have any contact with Forest

  6   lawyers before yesterday?

  7           A.     Ten years ago.

  8           Q.     But since then you've not had any

  9   meetings with them?

 10           A.     No.

 11           Q.     No telephone calls?

 12           A.     No.  Well, they called regarding this

 13   case.

 14           Q.     To set up the --

 15           A.     Yes.

 16           Q.     The place and date, okay.

 17                  Are you aware that there have been legal

 18   actions concerning Forest's off-label marketing of

 19   Celexa to children and adolescents?

 20                  MR. ROBERTS:  Objection.  You can

 21           answer, to the extent you have any independent

 22           knowledge.

 23                  THE WITNESS:  Could you repeat the

 24           question.
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  1   BY MR. BAUM:

  2           Q.     Yeah, are you aware that there have been

  3   legal actions against Forest for off-label marketing of

  4   Celexa to children and adolescents?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  That's what I thought the

  7           DOJ thing included.

  8   BY MR. BAUM:

  9           Q.     I think you're right about that.

 10                  And according to your 2007 deposition,

 11   you testified that you were interviewed by the

 12   Department of Justice lawyers regarding the off-label

 13   promotion of Celexa in the pediatric population, right?

 14           A.     I think we're agreed on that, yeah.

 15           Q.     Do you recall if the attorneys were Jim

 16   Arnold and Greg Shapiro?

 17           A.     For the Department of Justice?

 18           Q.     Yes.

 19           A.     No.

 20           Q.     You don't recall their names?

 21           A.     No.

 22           Q.     And are you aware that Forest pled

 23   guilty to misbranding in that case?

 24           A.     No.
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  1           Q.     Have you followed any of the outcomes of

  2   that litigation, seen it in the press, anything like

  3   that?

  4           A.     Yes.

  5           Q.     What was your understanding of what

  6   happened?

  7           A.     I don't remember.  Forest paid a fine is

  8   my recollection.

  9           Q.     Do you know what the fine was for?

 10           A.     I don't remember what the fine was for.

 11   It didn't seem to me that it had anything to do with

 12   the marketing of even citalopram, as I recollect, but I

 13   don't really remember.

 14           Q.     Okay.  Well, I'm going to show you some

 15   documents, and that might, you know, refresh your

 16   recollection.

 17                  Now, are you aware that Forest employees

 18   such as William Heydorn and James Jin have been deposed

 19   in this present case?

 20           A.     No.

 21           Q.     Have you had any contact with any Forest

 22   employees over the last ten years?

 23           A.     Yes.

 24           Q.     Who have you had contact with?
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  1           A.     I spoke to Anjana Bose not that long

  2   ago.

  3           Q.     When was that?

  4           A.     Several years ago, actually.

  5           Q.     Have you spoken to any Forest employees

  6   about this particular deposition?

  7           A.     No.

  8           Q.     Are you aware that Karen Wagner has been

  9   named as a co-conspirator in this case?

 10           A.     No.

 11           Q.     Have you had any communications with any

 12   of the vendors for Forest, that were working with

 13   Forest at the time you were there?

 14           A.     No.

 15           Q.     Natasha Mitchner?

 16           A.     No.

 17           Q.     Mary Prescott?

 18           A.     No.

 19           Q.     Christina Goetjen?

 20           A.     No.

 21           Q.     Do you recall those people?

 22           A.     I recall Mary Prescott.

 23           Q.     Did you review any documents in

 24   preparation for your deposition today?
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  1           A.     I looked at some documents, yeah.

  2           Q.     And what documents did you look at?

  3                  MR. ROBERTS:  Objection.  To the extent

  4           that you can answer any documents that

  5           reflects -- reflected your --

  6                  MR. BAUM:  Refreshed.

  7                  MR. ROBERTS:  -- refreshed your

  8           recollection that we sort of talked about

  9           yesterday, so to the extent that you remember

 10           any documents that specifically refreshed your

 11           recollection, you can answer.

 12                  So if there's any documents that we

 13           showed you that refreshed your recollection,

 14           you can answer.

 15                  THE WITNESS:  What was the question

 16           again?

 17   BY MR. BAUM:

 18           Q.     Did you review any documents in

 19   preparation for your deposition?

 20           A.     Yes.

 21           Q.     And what documents did you review?

 22                  MR. ROBERTS:  To the extent they

 23           refreshed your recollection, you can answer.

 24                  THE WITNESS:  That refreshed my
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  1           recollection or that I had seen before or?

  2                  MR. ROBERTS:  Refreshed your

  3           recollection.

  4                  THE WITNESS:  What does that mean?

  5                  MR. ROBERTS:  That you saw.

  6                  THE WITNESS:  When I saw them I

  7           remembered them or when I --

  8   BY MR. BAUM:

  9           Q.     Saw them they reminded you of things

 10   related to this action --

 11                  MR. ROBERTS:  Yes.

 12   BY MR. BAUM:

 13           Q.     -- and related to things that you

 14   experienced back when you were working for Forest?

 15           A.     Well, they included the citalopram child

 16   and adolescent depression protocol and the related

 17   study report and a variety of communications related to

 18   the drug packaging error.

 19           Q.     These were e-mails or memos?

 20           A.     E-mails, fax, memos, yeah.

 21           Q.     Some of them had your name on them?

 22           A.     Yes.

 23           Q.     Some from Dr. Tiseo?

 24           A.     Tiseo, yes.
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  1           Q.     Tracey Varner?

  2           A.     Tracey?  I don't know.

  3           Q.     Now, we have a transcript of your 2007

  4   deposition.  Have you reviewed that recently?

  5           A.     No.

  6           Q.     Did you ever look at it?

  7           A.     I don't think so.

  8           Q.     Based on your recollection of what

  9   happened, to the limited extent you do recall, do you

 10   have any feeling that you need to change any of the

 11   answers you gave in the 2007 deposition?

 12           A.     I told the truth then.

 13                  MR. BAUM:  Okay.  Let's mark as Exhibit

 14           1 the notice for the deposition.

 15                  (Document marked for identification as

 16           Flicker Deposition Exhibit No. 1.)

 17   BY MR. BAUM:

 18           Q.     And I'm just going to just show this to

 19   you.  So this is the notice that you're appearing

 20   under.

 21                  Do you recall receiving a subpoena?

 22           A.     Yes.

 23           Q.     And so you're under subpoena to appear

 24   for a deposition, and you've appeared and I appreciate
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  1   that.

  2                  How did you come to be involved in the

  3   Celexa pediatric trials?

  4           A.     I was working --

  5                  MR. ROBERTS:  Objection.

  6                  You may answer.

  7   BY MR. BAUM:

  8           Q.     You're going to have to get used to

  9   that.  He's going to say that a lot, and unless he says

 10   don't answer that question, just pretend he didn't say

 11   anything.

 12           A.     All right.

 13           Q.     You want me to start again?

 14           A.     How did I get involved?

 15           Q.     Yes.

 16           A.     I was working at Forest Laboratories,

 17   and the project was under my purview.

 18           Q.     This is around 1999 or so?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I don't recall.  Based on

 21           the documents I saw yesterday, I know it was

 22           probably around 1999.

 23   BY MR. BAUM:

 24           Q.     And one of the Celexa pediatric trials
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  1   was CIT-MD-18?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Yes.

  4   BY MR. BAUM:

  5           Q.     And you had some responsibilities in the

  6   medical department for Forest?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  It was the -- yeah, I

  9           don't know if it's called medical or clinical

 10           research.  It was the medical area.

 11   BY MR. BAUM:

 12           Q.     Did you participate in the process of

 13   gaining regulatory approval of Celexa?

 14           A.     Yes.

 15           Q.     In your 2007 deposition you said that

 16   you were a medical director of CNS research.

 17                  Does that ring a bell?

 18           A.     Medical director?  Yeah.  Well, at one

 19   point I was senior director.  At one point I was the

 20   executive director.  I don't know if I was ever medical

 21   director, but it might have been my title.

 22           Q.     Okay.  You were director of something in

 23   the CNS department?

 24           A.     Yes.  Well, no, it wasn't the CNS
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  1   department.  It was the clinical research department.

  2           Q.     Okay.  Were you involved in the

  3   application of the FDA to gain an indication for the

  4   pediatric use of Celexa in major depression?

  5           A.     I was surprised -- I believe so.  There

  6   was definitely a filing.

  7           Q.     What were you surprised about?

  8           A.     Well, I was --

  9                  MS. KIEHN:  Hold on, just to the extent

 10           that you're about to reveal communications

 11           you've had with us, you shouldn't testify about

 12           those.

 13                  MR. ROBERTS:  Any conversation we had

 14           yesterday, anything about that, you can't talk

 15           about.

 16   BY MR. BAUM:

 17           Q.     But to your own recollection?

 18           A.     Can you repeat the question.

 19           Q.     Yes.  Were you involved in the

 20   application to the FDA to gain an indication for the

 21   pediatric use of Celexa in major depression?

 22           A.     Yeah, I believe I was.

 23           Q.     And what were you surprised about?

 24                  MS. KIEHN:  Objection.  He's not going
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  1           to answer that question.

  2                  MR. BAUM:  You're directing him to not

  3           answer that question?

  4                  MS. KIEHN:  It would require revealing

  5           privileged information.

  6                  MR. BAUM:  How do you know that?

  7                  MS. KIEHN:  Because I know what he's

  8           going to say.

  9   BY MR. BAUM:

 10           Q.     All right.  Do you have any independent

 11   recollection of why you were surprised about something?

 12           A.     No.

 13           Q.     So your only basis of surprise was

 14   something that your attorneys told you?

 15           A.     Yes.

 16           Q.     Was it something that the attorneys were

 17   surprised about or something that you, yourself were

 18   surprised about?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I was surprised.

 21   BY MR. BAUM:

 22           Q.     Okay.  Well, we'll circle back around to

 23   that later at some point, maybe something that I show

 24   you will refresh your recollection.
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  1                  Were you also involved in the

  2   application to the FDA to obtain the pediatric -- to

  3   extend the pediatric exclusivity -- let me say it

  4   again -- to obtain a pediatric exclusivity extension

  5   for Celexa in the US?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Isn't that the same thing?

  8   BY MR. BAUM:

  9           Q.     One is to get an indication to market

 10   the drug for prescription to children, the other is to

 11   extend the patent in general.

 12           A.     In my mind, the two are intermixed.

 13           Q.     Okay.  But you recall working on

 14   something to get the patent extended for Celexa?

 15           A.     Yes.

 16           Q.     Okay.  And that had something to do with

 17   a couple pediatric trials?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  Yes.

 20   BY MR. BAUM:

 21           Q.     And those two trials were MD-18 and

 22   94404, Lundbeck 94404?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  No.  Forest didn't
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  1           undertake 94404.

  2   BY MR. BAUM:

  3           Q.     Lundbeck did, correct?

  4           A.     Yeah.

  5           Q.     But the Lundbeck 94404 trial was

  6   submitted as part of the package to get the exclusivity

  7   extension?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  I'm a little confused

 10           about the distinction in my recollection about

 11           a distinction -- in my recollection about a

 12           distinction between the exclusivity filing, the

 13           patent extension filing and the application for

 14           the indication.

 15                  So what was your question again?

 16   BY MR. BAUM:

 17           Q.     I guess what I was trying to get across

 18   is -- find out is that you were involved with the

 19   process of having those applications submitted to the

 20   FDA and that 94404 and Celexa MD-18 were part of that

 21   process?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  Yeah, I don't know that

 24           94404 was the part -- my recollection is that
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  1           the exclusivity entailed the company conducting

  2           a study.  94404 had already been run, so I

  3           basically -- as my recollection was -- is that

  4           18 was conducted for the purpose of

  5           exclusivity, but I don't -- so I don't know

  6           what part of the package 94404 was.

  7   BY MR. BAUM:

  8           Q.     Do you recall working on the study

  9   report generated for 94404?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  No.

 12   BY MR. BAUM:

 13           Q.     Okay.  Now, when you worked at Forest,

 14   how did you convey written communications to and from

 15   Forest personnel and non-Forest contractors?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  How did I communicate with

 18           non-Forest contractors?

 19   BY MR. BAUM:

 20           Q.     How did you communicate in writing with

 21   Forest employees and non-Forest employees that were

 22   like contractors to Forest?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  So Forest employees, how
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  1           did I communicate in writing to Forest

  2           employees?

  3   BY MR. BAUM:

  4           Q.     Right.

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Well, I mean, there were

  7           e-mails.  Usually like I didn't write my own

  8           e-mails.  I would draft an e-mail and give it

  9           to my secretary.

 10   BY MR. BAUM:

 11           Q.     And then she'd send it?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yeah.

 14   BY MR. BAUM:

 15           Q.     What was your secretary's name?

 16           A.     Clara Iorio.

 17           Q.     How do you spell Iorio?

 18           A.     As it sounds, I-o-r-i-o, I-o-r-i-o.

 19           Q.     And would the e-mails go out under your

 20   name or under her name?

 21           A.     Under my name.

 22           Q.     One of the things that we noticed -- we

 23   asked for all of the e-mails that you sent or received.

 24   There weren't very many.
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  1                  I was wondering if you could explain why

  2   there aren't very many.

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  I don't know that there

  5           weren't very many.  It seemed like there were

  6           many to me, but I suppose that my practice of

  7           not writing them myself might have limited the

  8           volume.

  9   BY MR. BAUM:

 10           Q.     You would do something in handwriting,

 11   deliver it to your secretary, and she would transcribe

 12   it into an e-mail?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yes.

 15   BY MR. BAUM:

 16           Q.     Would you also do things written on a

 17   hard copy of a document and have the hard copy

 18   circulated?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Circulated, probably not,

 21           but I mean, if there were a draft of a

 22           document, I would put notes on it in

 23           handwriting and give it back to the author.

 24   BY MR. BAUM:
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  1           Q.     Would you hand deliver it to the author?

  2           A.     No.

  3           Q.     How would you get it to the author?

  4           A.     Put it in my outbox, I guess.

  5           Q.     So that's kind of what I was asking is

  6   how did it get from like your desk when you were --

  7   see, I'm writing on this, just like you probably wrote

  8   on documents, right?

  9           A.     I always use pencil.

 10           Q.     Yeah, I use pencil a lot too.  See,

 11   right there.

 12                  So you would handwrite in pencil on a

 13   document and then either give it to your secretary or

 14   put it in an outbox for it to be delivered to the

 15   person you wanted it to go to?

 16                  MR. ROBERTS:  Objection.

 17   BY MR. BAUM:

 18           Q.     Is that right?

 19           A.     Yes, that was not uncommon.

 20           Q.     Okay.  And then you received e-mails and

 21   read those, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  Often.

 24   BY MR. BAUM:
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  1           Q.     Did you ever just respond back by

  2   e-mail?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Rarely.

  5   BY MR. BAUM:

  6           Q.     Why was that?

  7           A.     Stylistic choice.  I thought it was more

  8   efficient to have my secretary as a buffer.

  9           Q.     And Clara was a good buffer?

 10           A.     I would often correct what she had

 11   generated, so it wasn't 100% accurate.

 12           Q.     Was she your secretary the entire time

 13   you worked there?

 14           A.     No.

 15           Q.     Did you have another secretary?

 16           A.     Did I have another secretary?

 17           Q.     Yeah.

 18           A.     Yes.

 19           Q.     Who was that?

 20           A.     Joan Singh.

 21           Q.     How do you spell that?

 22           A.     J-o-a-n S-i-n-g-h.

 23           Q.     What time period did Joan Singh work for

 24   you?
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  1           A.     The latter part of my years.

  2           Q.     And was it the same drill, you would

  3   handwrite things and hand them to her, and she'd

  4   transcribe them into e-mails?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Yeah.

  7   BY MR. BAUM:

  8           Q.     And then she would send the e-mails out

  9   under your name, but not her name; is that correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Right.

 12   BY MR. BAUM:

 13           Q.     If I wanted to find -- would it be

 14   possible that some of the e-mails that were sent out

 15   for you might have actually gone out under their names?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  No.

 18   BY MR. BAUM:

 19           Q.     Do you recall communicating with vendors

 20   or contractors like medical communication companies

 21   that worked with Forest?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  That would usually be in

 24           meetings.
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  1   BY MR. BAUM:

  2           Q.     In in-person meetings?

  3           A.     Yeah.

  4           Q.     Did you ever have e-mail contact with

  5   people like Mary Prescott or PharmaNet?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  PharmaNet I'm not sure I

  8           recall, but I'm sure at some point there

  9           were -- there was an e-mail communication that

 10           I would have received -- well, an e-mail?

 11           Yeah, I might have gotten e-mails from Mary

 12           Prescott.  I mean --

 13   BY MR. BAUM:

 14           Q.     Natasha Mitchner?

 15           A.     I remember the name, but I don't recall

 16   communicating with Natasha Mitchner.

 17           Q.     How would you get writings to and from

 18   people like Mary Prescott or Natasha Mitchner or

 19   Christina Goetjen?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Writings about what?

 22   BY MR. BAUM:

 23           Q.     Any of the marketing issues that --

 24   writings, like posters, CMEs, drafts of the manuscript
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  1   for CIT-MD-18?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Yeah, well, I -- I mean,

  4           if there was a draft of some manuscript, I

  5           might -- but, I mean, I wouldn't usually

  6           communicate with -- I don't recall

  7           communicating that much directly with Mary

  8           Prescott.  A manuscript or -- would probably be

  9           in the medical writing department.

 10   BY MR. BAUM:

 11           Q.     Would you communicate through somebody

 12   with them?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  I don't know.  What I

 15           recall is, you know, being in various meetings

 16           with Mary Prescott, but not really a lot of

 17           written communication.  I mean, I imagine there

 18           was some.

 19   BY MR. BAUM:

 20           Q.     So that would have been through e-mails

 21   or the U.S. Mail or Fed Ex?

 22                  MR. ROBERTS:  Objection, requires

 23           speculation.

 24                  THE WITNESS:  I'm sure I received some
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  1           items by mail from Mary Prescott.

  2   BY MR. BAUM:

  3           Q.     Do you recall when you actually stopped

  4   working at Forest?

  5           A.     I think it was 2002.

  6           Q.     Which part of 2002, like the latter

  7   part?

  8           A.     I would say the latter part.

  9           Q.     November, December?

 10           A.     I would be guessing.

 11           Q.     Do you have a general recollection of

 12   like approximately when?

 13           A.     No.

 14           Q.     So it would not have been as early as

 15   August?

 16           A.     It could have been.

 17           Q.     Do you recall what the last project was

 18   you worked on?

 19           A.     The memantine NDA was going in.

 20           Q.     Do you recall what the last project on

 21   Celexa or Lexapro was that you worked on?

 22           A.     No.

 23           Q.     Why did you leave?

 24           A.     Partly because they were moving.
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  1           Q.     What else?

  2           A.     I was going to have a kid, and I wanted

  3   to spend some time with her.

  4           Q.     When you left Forest, did you go work

  5   someplace else?

  6           A.     No.

  7           Q.     You have not worked since then?

  8           A.     I've worked as a consultant.

  9           Q.     Who did you work as a consultant for?

 10           A.     Most recently Actelion.

 11           Q.     What sort of consulting work did you do?

 12           A.     That was a licensing candidate review.

 13           Q.     When you -- so since the time you left

 14   Forest and the present day, you've just done consulting

 15   work?

 16           A.     Yes.

 17           Q.     For how many companies do you think?

 18           A.     Maybe five.

 19           Q.     Which companies are those?

 20           A.     Pfizer, Alkermes.

 21           Q.     When you say you did consulting, is that

 22   -- are there like -- can you describe what type of

 23   projects you did?

 24           A.     It was mostly medical writing type work.
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  1           Q.     On pharmaceuticals?

  2           A.     Yes.

  3           Q.     When you left Forest, did you sign any

  4   Confidentiality Agreement that prevents you from

  5   discussing in this deposition the work that you did

  6   while at Forest?

  7           A.     I don't remember.

  8           Q.     Are you subject to any agreement or

  9   requirement not to say anything negative about Forest

 10   or your work at Forest?

 11           A.     No.

 12           Q.     If you were to say anything disparaging

 13   or negative about Forest today in this deposition,

 14   would you be subject to any penalty from Forest?

 15           A.     No.

 16           Q.     Do you have any allegiance to Forest

 17   that would prevent you from telling the truth today?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  No.

 20   BY MR. BAUM:

 21           Q.     So you mentioned that -- well, when did

 22   you first become aware that the Department of Justice

 23   was conducting an investigation of Forest in connection

 24   with off-label marketing of Celexa or Lexapro?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I don't remember.

  3   BY MR. BAUM:

  4           Q.     Do you remember approximately?  Was it a

  5   year or two after you left Forest?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  No, I don't remember.  It

  8           might have been before I left Forest.

  9   BY MR. BAUM:

 10           Q.     Oh, you might have been contacted by the

 11   DOJ before you left Forest?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  I don't know.  I don't

 14           remember.  Well, I'm not talking about when I

 15           was contacted, when I became aware that there

 16           was a case.

 17   BY MR. BAUM:

 18           Q.     There's a distinction.  All right.

 19                  So let's -- how did you become aware of

 20   an investigation by the DOJ of Forest regarding Celexa

 21   or Lexapro?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I think I was aware that

 24           some individuals had been subpoenaed.
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  1   BY MR. BAUM:

  2           Q.     And that was before you got subpoenaed?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Yes.

  5   BY MR. BAUM:

  6           Q.     Who got subpoenaed before you?

  7           A.     I thought that some of the executives.

  8           Q.     Which executives?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I'm not sure.

 11   BY MR. BAUM:

 12           Q.     Ivan Gergel?

 13           A.     Possibly Howard Solomon.

 14           Q.     Howard Solomon.  I was going to go there

 15   next.

 16                  Lawrence Olanoff?

 17           A.     Possibly.

 18           Q.     Anybody else?

 19           A.     No.

 20           Q.     Julie Kilbane?

 21           A.     I wasn't aware any subpoena that she

 22   got.  I wasn't aware that she testified.

 23           Q.     Amy Rubin?

 24           A.     No.
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  1           Q.     So you became aware that other people

  2   got subpoenaed.  Do you know what they were subpoenaed

  3   about?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  I was aware that there was

  6           a Department of Justice investigation.

  7   BY MR. BAUM:

  8           Q.     And did you have any discussions with

  9   any of the people who were subpoenaed about that

 10   investigation?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     You didn't talk to Lawrence Olanoff or

 15   Ivan Gergel or Howard Solomon about the investigation?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  No.

 18   BY MR. BAUM:

 19           Q.     You weren't worried about it?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  No.

 22   BY MR. BAUM:

 23           Q.     And is it your recollection that those

 24   subpoenas occurred while you still worked for Forest?

�

00041

  1           A.     I'm not sure.

  2           Q.     When you were interviewed by the

  3   Department of Justice lawyers, were you still working

  4   at Forest?

  5           A.     I don't think so.

  6           Q.     Are you aware that Forest pled guilty

  7   and agreed to pay $313 million as a result of the

  8   investigation of Forest?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  No.

 11                  (Document marked for identification as

 12           Flicker Deposition Exhibit No. 2.)

 13   BY MR. BAUM:

 14           Q.     I'm going to hand you what we're marking

 15   as Exhibit 2, which is the plea agreement between

 16   Forest and --

 17                  MR. BAUM:  Oh, that's his.

 18                  MS. KIEHN:  Sorry.

 19   BY MR. BAUM:

 20           Q.     Have you seen that before?

 21           A.     No.

 22           Q.     This is a plea agreement dated

 23   September 15, 2010.  It's from the Department of

 24   Justice to Mary Jo White, Christopher Tahbaz, Andrew
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  1   Ceresney, Kristin Kiehn at Debevoise Plimpton.

  2                  Do you see that?

  3           A.     Okay.  Yes, I see that.

  4           Q.     Do you recognize those names?

  5           A.     I recognize Kristin's name.  I recognize

  6   Debevoise.

  7           Q.     Those are the people representing you

  8   today, right?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  Well, Debevoise is, yes.

 11   BY MR. BAUM:

 12           Q.     Do you recall working with Andrew

 13   Ceresney back then?

 14           A.     No.

 15           Q.     You didn't have any contact with him?

 16           A.     Might have.

 17           Q.     Were Forest attorneys present when you

 18   were interviewed by the Department of Justice?

 19           A.     I think so.

 20           Q.     Who was there?

 21           A.     I don't think it was Debevoise.  I think

 22   it was another firm.

 23           Q.     So none of these people, Mary Jo White

 24   or Andrew Ceresney or Christopher Tahbaz or Kristin
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  1   were there?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  They might have been, but

  4           I don't recall.

  5   BY MR. BAUM:

  6           Q.     Were you represented by somebody at

  7   that -- at that meeting?

  8           A.     Yes.

  9           Q.     Who represented you?

 10           A.     A different firm, I believe.

 11           Q.     Was it a firm hired by Forest?

 12           A.     I think so.

 13           Q.     It wasn't someone you paid?

 14           A.     No.

 15           Q.     Did you sign any agreements with the

 16   Department of Justice in exchange for your testimony?

 17           A.     I don't remember.

 18           Q.     Did you have any agreements for

 19   immunity?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  No.

 22   BY MR. BAUM:

 23           Q.     Do you recall having a queen for a day

 24   immunity?
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  1           A.     No.

  2           Q.     You don't recall that phrase?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  I do recall the phrase.

  5   BY MR. BAUM:

  6           Q.     You mentioned it in your last

  7   deposition.

  8                  MR. ROBERTS:  Objection.

  9   BY MR. BAUM:

 10           Q.     It doesn't ring a bell?

 11           A.     No.

 12           Q.     Okay.  So are you aware that Forest pled

 13   guilty to charges of illegal off-label promotion?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No.

 16   BY MR. BAUM:

 17           Q.     Let's go to Page 8 of this document, and

 18   if you go to the last paragraph there on that page.

 19   I'm just going to read that into the record.  "Forest

 20   expressly and unequivocally further admits that it

 21   committed the offenses charged in the Information and

 22   is in fact guilty of those offenses.  Forest agrees

 23   that it will not make any statements inconsistent with

 24   its explicit admission of guilt to these offenses."
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  1                  Do you see that?

  2           A.     Yes, I do.

  3           Q.     Then if you go further up the page under

  4   the heading "8. Cooperation," the first sentence there

  5   says, "Forest shall cooperate completely and truthfully

  6   in any trial or other proceeding arising out of any

  7   ongoing civil, criminal or administrative investigation

  8   of its current and former officers, agents, employees,

  9   and customers in connection with the matters described

 10   in the Information."

 11                  Do you see that?

 12           A.     Yeah.

 13           Q.     Have you been shown this before?

 14           A.     No.

 15           Q.     Do you think it applies to you?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  What applies to me?

 18   BY MR. BAUM:

 19           Q.     The obligation to be truthful in any

 20   proceeding in connection with.

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  Are you referring to this

 23           proceeding?

 24   BY MR. BAUM:
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  1           Q.     Yes.

  2           A.     I was sworn in.

  3           Q.     Okay.  You think it applies to Forest,

  4   for sure, right?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Forest shall cooperate

  7           completely and truthfully in any trial or other

  8           proceeding arising out of any -- sorry.  What

  9           are you asking me?

 10   BY MR. BAUM:

 11           Q.     Do you think this applies to Forest?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  This certainly applies to

 14           Forest.  This whole document apparently applies

 15           to Forest.

 16                  MR. BAUM:  Let's move on to Exhibit 3.

 17           You can set that down.

 18                  (Document marked for identification as

 19           Flicker Deposition Exhibit No. 3.)

 20   BY MR. BAUM:

 21           Q.     This is the Information which was

 22   referenced in what we just looked at, which is sort of

 23   a summary of the allegations that the government had

 24   against Forest.
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  1                  MR. ROBERTS:  Objection.

  2   BY MR. BAUM:

  3           Q.     And have you seen that before?

  4           A.     I don't know.

  5           Q.     You didn't see it yesterday?

  6                  MR. ROBERTS:  Objection, to the extent

  7           you have -- to the extent that it refreshes

  8           your recollection, you may answer.

  9                  THE WITNESS:  To the extent what

 10           refreshes my recollection?

 11                  MS. KIEHN:  Go ahead and answer.

 12                  MR. ROBERTS:  Just answer the question.

 13                  MS. KIEHN:  Do you remember seeing it?

 14                  THE WITNESS:  Did I see this yesterday?

 15           I don't think so, no.

 16   BY MR. BAUM:

 17           Q.     So I'm going to turn to Pages 21 and 22,

 18   and at Paragraph 59 it says -- you found it there?

 19           A.     Yeah.

 20           Q.     From the outset, Forest Pharmaceuticals

 21   was well aware that the FDA had not approved Celexa for

 22   treatment of any conditions other than adult

 23   depression.  Moreover, in or about April 2002, Forest

 24   Labs, in an attempt to obtain, inter alia, a pediatric
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  1   indication for Celexa, submitted data to the FDA from

  2   two double-blinded, placebo-controlled studies

  3   involving the use of Celexa in children.  One of these

  4   studies (hereafter referred to as the "Forest study"),

  5   which has been sponsored -- which had been sponsored by

  6   Forest Labs, had been conducted in the United States.

  7   The Forest study had positive results, that is, the

  8   study indicated that Celexa was more effective than

  9   placebo in treating pediatric patients suffering from

 10   depression.  The other study (hereinafter referred to

 11   as the "European study"), had been conducted in Europe

 12   and sponsored by the Danish company that developed and

 13   owned the rights to Celexa.  The European study had

 14   negative results, that is, the study did not show

 15   Celexa to be any more effective than placebo in

 16   treating pediatric depression.  On or about

 17   September 23rd, 2002, the FDA denied Forest Labs'

 18   request for a pediatric indication for Celexa, stating

 19   in part that the European study "is a clearly negative

 20   study that provides no support for the efficacy of

 21   citalopram in pediatric patients with [major depressive

 22   disorder]."

 23                  Did I read that correctly?

 24           A.     That's what I see here.
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  1           Q.     Okay.  So the Forest study that's

  2   referenced there involving the use of Celexa in

  3   children referred to in this Information was the

  4   CIT-MD-18, right?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  I would assume so.

  7   BY MR. BAUM:

  8           Q.     Did you convey to any government lawyers

  9   or investigators that CIT-MD-18 was a positive trial?

 10           A.     I don't know.

 11           Q.     You don't recall talking to them about

 12   it?

 13           A.     Yeah, that was definitely a subject of

 14   discussion.

 15           Q.     What was discussed?

 16           A.     I don't know.

 17           Q.     Well, you just said it was a subject of

 18   discussion?

 19           A.     Yeah.

 20           Q.     So what was talked about?

 21           A.     I don't know.  There were questions

 22   about the study.

 23           Q.     What kind of questions?

 24           A.     I don't really remember the drift.
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  1           Q.     Was there a drift that one of the trials

  2   was positive and one of the trials was negative?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  I don't recall that being

  5           particularly the subject of discussion.

  6   BY MR. BAUM:

  7           Q.     What was the subject of discussion?

  8           A.     I'm not sure.  I'd have to look at the

  9   transcript and maybe I would remember.

 10           Q.     Do you recall a discussion that there

 11   were publications regarding -- regarding Celexa's use

 12   in children without disclosing Lundbeck's 94404 having

 13   failed?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  I don't recall that being

 16           the subject of a discussion with -- with the

 17           Department of Justice?

 18   BY MR. BAUM:

 19           Q.     Yes.

 20           A.     I don't recall that being part of the

 21   discussion.  It may well have been.

 22           Q.     Okay.  So let's go to Page 23, Paragraph

 23   61.

 24                  MR. ROBERTS:  Flip the page.
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  1   BY MR. BAUM:

  2           Q.     Well, before we do that, this Paragraph

  3   59 that we just read, do you recall any of that

  4   occurring during the time frame that you were there?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Do I recall what

  7           occurring?

  8   BY MR. BAUM:

  9           Q.     That Forest Labs around April 2002

 10   attempted to obtain a pediatric indication for Celexa

 11   for use in children?

 12           A.     I'm surprised at that date, but that

 13   seems quite possible.

 14           Q.     And you recall that the European study,

 15   the Lundbeck study had a negative result?

 16           A.     Study 94404?

 17           Q.     Yes.

 18           A.     I wouldn't call it negative.

 19           Q.     What would you call it?

 20           A.     I would call it a failed study.

 21           Q.     Do you recall that 94404 was a failed

 22   study?

 23           A.     Yes.

 24           Q.     So now let's go on to Paragraph 61 on
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  1   Page 23, "Beginning in 1998 and continuing thereafter

  2   through at least September 2002, Forest Pharmaceuticals

  3   promoted Celexa for use in treating children and

  4   adolescents suffering from depression, even though

  5   Celexa was not FDA-approved for pediatric use.  Forest

  6   Pharmaceuticals' off-label promotion consisted of

  7   various sales techniques including:  (1) directing

  8   Forest Pharmaceuticals sales representatives who

  9   promoted Celexa to make sales calls to physicians who

 10   treated children and adolescents; (2) promoting Celexa

 11   by various Forest Pharmaceuticals sales representatives

 12   for use in children and adolescents; (3) hiring outside

 13   speakers to talk to pediatricians, child psychiatrists,

 14   and other medical practitioners who specialized in

 15   treating children and adolescents about the benefits of

 16   prescribing Celexa to that patient population; and (4)

 17   publicizing and circulating the positive results of the

 18   double-blind, placebo-controlled Forest study on the

 19   use of Celexa in adolescents while, at the same time,

 20   failing to discuss the negative results of the second

 21   double-blind, placebo-controlled European study on the

 22   use of Celexa in adolescents."

 23                  Did I read that correctly?

 24           A.     Yes.
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  1           Q.     Referring to Number 1, that subparagraph

  2   Number 1, directing pharmaceuticals, do you see that?

  3           A.     The one in parentheses.

  4           Q.     Yes.  Were you aware that Forest

  5   directed its sales reps -- representatives who promoted

  6   Celexa to make sales calls to physicians who treated

  7   children and adolescents?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     Referring to 2, were you aware that

 12   Forest -- while you worked there, were you aware that

 13   Forest sales reps promoted Celexa for use in children

 14   and adolescents?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  No.

 17   BY MR. BAUM:

 18           Q.     Did you ever become aware of it?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  No.

 21   BY MR. BAUM:

 22           Q.     As far as you know, that never happened?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Promoting Celexa for use
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  1           in children and adolescents, I have a

  2           recollection of some sales reps getting in

  3           trouble in Florida for attending some event,

  4           but that might have been in the course of these

  5           proceedings.

  6   BY MR. BAUM:

  7           Q.     What did they do that caused them to be

  8   in trouble?

  9           A.     I thought they gave out T-shirts or

 10   something.

 11           Q.     And you're not aware that Forest sales

 12   representatives went to pediatric physicians to suggest

 13   prescribing Celexa to children?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  I wouldn't be surprised if

 16           some of the physicians they went to were

 17           pediatric -- had pediatric patients.

 18   BY MR. BAUM:

 19           Q.     Did you understand that sales reps going

 20   to pediatric physicians or physicians and recommending

 21   the use of Celexa for children was an off-label use?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  Could you repeat that

 24           question.
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  1   BY MR. BAUM:

  2           Q.     Was it your understanding that sales

  3   reps going to physicians and recommending the use of

  4   Celexa in children would have been an off-label

  5   promotion?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  I do understand that if

  8           the drug was not approved for the indication

  9           and a sales representative went to a pediatric

 10           clinician and recommended its use, then that

 11           would be an off-label promotion.

 12   BY MR. BAUM:

 13           Q.     And you were aware that was illegal?

 14                  MR. ROBERTS:  Objection.  Not a lawyer.

 15                  THE WITNESS:  I am aware that to do such

 16           a thing is illegal.

 17   BY MR. BAUM:

 18           Q.     Were you aware at the time?

 19           A.     I don't think I was particularly

 20   thinking about that issue at the time.

 21           Q.     Okay.  Did it ever come to your

 22   attention through the marketing department, like

 23   through John MacPhee or through Nefertiti Greene or

 24   your work with Mary Prescott that there was a plan to
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  1   have some form of promotion done of the MD-18 results

  2   to physicians?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  A promotion?

  5   BY MR. BAUM:

  6           Q.     Yes.

  7           A.     No.

  8           Q.     Conveying the results of MD-18 to

  9   physicians?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Well, we were seeking the

 12           indication.

 13   BY MR. BAUM:

 14           Q.     And you were making posters?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Well, seeking indication

 17           is not the same as making posters.  Were there

 18           any posters; is that what you're asking?

 19   BY MR. BAUM:

 20           Q.     Yes.  Before there was even an

 21   indication request, were there posters made?

 22           A.     I don't know the exact timing, but there

 23   definitely -- definitely posters were made presenting

 24   the results of the 18 study.
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  1           Q.     And that was the purpose of those

  2   posters?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Scientific communication.

  5   BY MR. BAUM:

  6           Q.     They were conveyed to physicians?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Whoever, whatever

  9           scientists or clinicians would be attending the

 10           meetings.

 11   BY MR. BAUM:

 12           Q.     Like the ACNP?

 13           A.     Yes.

 14           Q.     Was the ACNP considered an authoritative

 15   group of physicians and scientists?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  Authoritative?  I don't

 18           know if you call it authoritative.

 19   BY MR. BAUM:

 20           Q.     What would you call it?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  Prominent maybe.

 23   BY MR. BAUM:

 24           Q.     Influential?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I'd say prominent.  I'd

  3           say if they're prominent, it's likely that

  4           they're influential.

  5   BY MR. BAUM:

  6           Q.     Looking at Number 3 on that Paragraph 61

  7   says, were you aware that Forest hired outside speakers

  8   to talk to pediatricians, child psychiatrists and other

  9   medical practitioners who specialized in treating

 10   children and adolescents about the benefits of

 11   prescribing Celexa to that patient population?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  No.

 14   BY MR. BAUM:

 15           Q.     Did you work with any outside speakers

 16   who did do that?

 17                  MR. ROBERTS:  Objection.

 18   BY MR. BAUM:

 19           Q.     Like Karen Wagner?

 20           A.     I worked with Karen Wagner.

 21           Q.     Were you aware that she was giving talks

 22   to physicians and recommending the use of Celexa?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  I believe she was the -- I
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  1           remember she had a poster.

  2   BY MR. BAUM:

  3           Q.     Do you recall that she actually did like

  4   speeches and presentations to physicians at CME type --

  5   continuing medical education type seminars?

  6                  MR. ROBERTS:  Objection.  No foundation.

  7                  THE WITNESS:  That sounds possible.

  8   BY MR. BAUM:

  9           Q.     Did you ever help prepare her for any of

 10   those?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  I was in communication

 13           with her.  Did I prepare speeches for her?

 14   BY MR. BAUM:

 15           Q.     Yeah, like PowerPoint presentations --

 16                  MR. ROBERTS:  Objection.

 17   BY MR. BAUM:

 18           Q.     -- for her to lecture on at CMEs?

 19           A.     I don't recall.

 20           Q.     Or dinners?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  Yeah, I don't recall.

 23   BY MR. BAUM:

 24           Q.     Do you recall what you were working with
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  1   her on?

  2           A.     Well, she was an investigator in the 18

  3   study, and, well, some of this material I learned

  4   yesterday.

  5                  MR. ROBERTS:  So you can't talk about

  6           it.  If you have any independent recollection

  7           of the question, you can talk about it.  If

  8           it's something you learned through

  9           communication with Kristin and I.

 10                  MR. WISNER:  Unless, of course, it

 11           refreshed your recollection yesterday when you

 12           saw it.

 13                  THE WITNESS:  Yeah, I didn't

 14           independently recollect.

 15   BY MR. BAUM:

 16           Q.     Okay.  And then on Number 4 it says were

 17   you aware that Forest publicized and circulated the

 18   positive results of a double-blind, placebo-controlled

 19   Forest study on the use of Celexa in adolescents while

 20   at the same time failed to discuss the negative results

 21   of the second double-blind, placebo-controlled European

 22   study on the use of Celexa in adolescents?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  I'm aware that Forest
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  1           published the results of the 18 study.

  2   BY MR. BAUM:

  3           Q.     And are you aware that they failed to

  4   convey information regarding the European study?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Well, Lundbeck

  7           published -- I believe Lundbeck published the

  8           other study.

  9   BY MR. BAUM:

 10           Q.     But Forest had the results, correct?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  They had access to the

 13           results, yes.

 14   BY MR. BAUM:

 15           Q.     You had access to the results, right?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  94404?

 18   BY MR. BAUM:

 19           Q.     Yeah.

 20           A.     In some form I would have had access to

 21   the results.

 22           Q.     Did you have any concerns about the

 23   negative results of study 94404?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Well, as I said, it's a

  2           failed study.

  3   BY MR. BAUM:

  4           Q.     Did you have any concerns about its

  5   being a failed study?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Yes.

  8   BY MR. BAUM:

  9           Q.     What were your concerns?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  The concern was that it

 12           wouldn't provide adequate support for the --

 13           for the indication.

 14   BY MR. BAUM:

 15           Q.     What about adequate support for the

 16   exclusivity extension?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  My recollection of the

 19           exclusivity filing is that the submission --

 20           that the conduct -- it was the conduct of the

 21           study by a company, regardless of the results,

 22           was sufficient for the exclusivity.

 23   BY MR. BAUM:

 24           Q.     You recall it being necessary that the

�

00063

  1   results were interpretable?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  No.

  4   BY MR. BAUM:

  5           Q.     Do you consider a failed study

  6   interpretable?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  I'd say that's a pretty

  9           fuzzy semantic question.

 10   BY MR. BAUM:

 11           Q.     Well, I was wondering if maybe you were

 12   concerned or anyone at Forest was concerned about

 13   whether the 94404 results were interpretable

 14   sufficiently to support the exclusivity submission?

 15                  MR. ROBERTS:  Objection, calls for

 16           speculation.

 17                  THE WITNESS:  Yeah, I mean, I can't --

 18           it's pretty difficult to put a -- to clearly

 19           define what interpretable means.

 20   BY MR. BAUM:

 21           Q.     Was there any concern that because of

 22   the outcome of 94404, Forest would not be able to get

 23   the pediatric exclusivity extension for Celexa?

 24                  MR. ROBERTS:  Objection.

�

00064

  1                  THE WITNESS:  As I said, I didn't --

  2           based on my current recollection, I didn't

  3           think that it had much to do with it.

  4   BY MR. BAUM:

  5           Q.     All they had to do was have a trial

  6   conducted, it didn't matter what the outcome was?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  I think they needed to

  9           conduct the study in the US, but I could be

 10           wrong.

 11   BY MR. BAUM:

 12           Q.     And you don't recall whether 94404 was

 13   part of the application for the exclusivity extension?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  I don't specifically

 16           recall.  I would assume that all relevant data

 17           were submitted.

 18   BY MR. BAUM:

 19           Q.     And 94404's results would have been

 20   relevant data?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  Relevant, yes.

 23   BY MR. BAUM:

 24           Q.     Did anyone at Forest ever instruct you
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  1   to conceal the Lundbeck 94404 study results?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  No.

  4   BY MR. BAUM:

  5           Q.     Did you have any concerns about any of

  6   the adverse event outcomes in the 94404 study?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  The adverse event rates

  9           were higher in the 94404 study than the 18

 10           study.

 11   BY MR. BAUM:

 12           Q.     Do you recall any particular adverse

 13   events that were higher?

 14           A.     No.

 15           Q.     Suicidality?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  I vaguely recollect that,

 18           in general, there was a suicidality issue.

 19   BY MR. BAUM:

 20           Q.     With respect to 94404 or with pediatric

 21   use of SSRIs in general?

 22                  MR. ROBERTS:  Objection.

 23   BY MR. BAUM:

 24           Q.     Or both?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  There was an FDA concern

  3           about it.

  4   BY MR. BAUM:

  5           Q.     Did you have a concern about it?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Did I have a concern about

  8           what?

  9   BY MR. BAUM:

 10           Q.     The adverse event of suicidality related

 11   to pediatric use of an SSRI like Celexa or Lexapro?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yes.

 14   BY MR. BAUM:

 15           Q.     Do you recall -- well, skip that.

 16                  Let's go to Page 26, take a look at

 17   Paragraph 67.  Here it says, At various times and in

 18   New England, certain Forest Pharmaceuticals Regional

 19   Directors and Division Managers provided their sales

 20   representatives with copies of posters and journal

 21   articles on studies of Celexa for use in children and

 22   adolescents and directed the sales representatives to

 23   read the studies and use them as sales aids in their

 24   details to physicians.  Various Forest Pharmaceutical
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  1   Division Managers also directed sales representatives

  2   to show off labels -- sorry -- to show off-label

  3   studies to physicians, but not leave copies of those

  4   studies with the physicians so as to avoid detection

  5   that would get the sales representative and Forest

  6   Pharmaceuticals in trouble.

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     Do you recall any physicians being --

 10   well, do you recall any of this activity occurring?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     Did you ever hear about any of that

 15   activity occurring?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  I knew that a physician

 18           could request a copy of a study or a study

 19           report.

 20   BY MR. BAUM:

 21           Q.     Were you aware or did you hear that

 22   sales reps were actually trained to deliver pediatric

 23   submissions like posters and things of that to

 24   physicians in order to encourage them to prescribe
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  1   Celexa to children?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  No, I wasn't aware of

  4           that, but it seems possible that those

  5           materials could have been made available.

  6   BY MR. BAUM:

  7           Q.     With or without the physician asking for

  8   them?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I thought the procedure

 11           was that a physician needed to request such

 12           articles.

 13   BY MR. BAUM:

 14           Q.     And if they didn't, it would have been

 15   improper, right?

 16                  MR. ROBERTS:  Objection, calls for

 17           speculation.

 18                  THE WITNESS:  Can you repeat the

 19           question.

 20   BY MR. BAUM:

 21           Q.     If the physician didn't ask for the

 22   materials, giving it to them would have been improper,

 23   correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  I think it would be

  2           improper to provide material regarding an

  3           off-label use if not requested for a sales rep.

  4   BY MR. BAUM:

  5           Q.     Okay.  And were you aware that any of

  6   that activity was occurring at Forest while you were

  7   there?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     So you were not aware that Forest sales

 12   reps used data from CIT-MD-18 in posters for off-label

 13   promotion of Celexa for use in children and

 14   adolescents?

 15                  MR. ROBERTS:  Objection.  No foundation.

 16                  THE WITNESS:  No.

 17   BY MR. BAUM:

 18           Q.     Were you aware that any of the posters

 19   you actually participated in creating were used by

 20   sales reps for physicians?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  I'm sure they had access

 23           to that material.

 24   BY MR. BAUM:
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  1           Q.     Why are you sure that they had access to

  2   that material?

  3           A.     I believe it was given to them or at

  4   least made available to them.

  5           Q.     For what purpose?

  6           A.     Education.

  7           Q.     In order to get physicians to prescribe

  8   Celexa for children?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I wouldn't know.

 11   BY MR. BAUM:

 12           Q.     Were you aware that Forest ordered

 13   reprints of journal articles and posters to be

 14   presented by sales reps?

 15                  MR. ROBERTS:  Objection.  No foundation.

 16                  THE WITNESS:  No.  I believe sales reps

 17           had access to that material.

 18   BY MR. BAUM:

 19           Q.     You don't know whether or not they were

 20   given copies of it?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  No.

 23   BY MR. BAUM:

 24           Q.     Do you believe they were?
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  1                  MR. ROBERTS:  Objection, calls for

  2           speculation.

  3                  THE WITNESS:  I believe it was part of

  4           their training.

  5   BY MR. BAUM:

  6           Q.     Look at that subheading B under

  7   Paragraph 67 on Page 26.  Do you see that?  "Forest

  8   Pharmaceuticals' Use of Outside Speakers to Promote

  9   Celexa for Use in Children and Adolescents."

 10                  Do you see that?

 11           A.     Yes.

 12           Q.     Did you participate with any outside

 13   speakers to promote Celexa for use in children and

 14   adolescents?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  No.

 17   BY MR. BAUM:

 18           Q.     You didn't do that with Karen Wagner?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Did I give a talk?

 21   BY MR. BAUM:

 22           Q.     No.  Did you assist her to give speeches

 23   to promote Celexa for use in children and adolescents?

 24                  MR. ROBERTS:  Objection.

�

00072

  1                  THE WITNESS:  No.

  2   BY MR. BAUM:

  3           Q.     Did you assist her with any posters or

  4   PowerPoint presentations for her to give to

  5   physicians --

  6                  MR. ROBERTS:  Objection.

  7   BY MR. BAUM:

  8           Q.     -- regarding CIT-MD-18?

  9           A.     I think I discussed material and results

 10   from 18 with her.

 11           Q.     For what purpose?

 12           A.     Well, again, this is partly based on

 13   material I was given yesterday.

 14                  MR. ROBERTS:  Then don't answer.

 15   BY MR. BAUM:

 16           Q.     Would it refresh your recollection of

 17   what you actually did do?

 18           A.     Well, I know Karen Wagner did a poster

 19   presentation, I recollect that independently, and I

 20   probably helped her with that.

 21           Q.     And that poster presentation was to

 22   whom?

 23           A.     Well, you mentioned ACNP, so I guess

 24   ACNP.
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  1                  MR. ROBERTS:  Michael, when are you

  2           thinking about a break?

  3                  MR. BAUM:  In a little bit, but not

  4           quite yet.

  5                  MS. KIEHN:  We've been going over an

  6           hour.

  7                  MR. ROBERTS:  Are you okay, or do you

  8           want to take a break?

  9                  THE WITNESS:  I'm good.

 10                  MR. BAUM:  We're trying to keep the

 11           breaks to a minimum, I think, right?

 12                  MS. KIEHN:  Yeah.

 13                  MR. ROBERTS:  I just want to make sure

 14           he's okay.

 15   BY MR. BAUM:

 16           Q.     Yeah.  By the way, if you ever need to

 17   take a break, you know, just to get a drink of water or

 18   go to the bathroom, please let us know, and if you're

 19   in the middle of a question, though, I want you to

 20   answer the question before you take the break.  And

 21   just let us know -- we're trying to get a full seven

 22   hours of testimony in today, so I know you have

 23   something you're scheduled to go do later, so we're

 24   trying to cram in as much as we can with as few breaks
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  1   as possible, but it's not a torture event, more or

  2   less.

  3                  MS. KIEHN:  Matter of opinion.

  4                  THE WITNESS:  It's a matter of opinion.

  5                  MR. BAUM:  Yeah.

  6                  MS. KIEHN:  Let's take a break in a few

  7           minutes.

  8                  MR. BAUM:  I'm almost done with this

  9           section, I just wanted to wrap it up.

 10                  MR. ROBERTS:  Okay.

 11   BY MR. BAUM:

 12                  (Document marked for identification as

 13           Flicker Deposition Exhibit No. 4.)

 14   BY MR. BAUM:

 15           Q.     I'm going to hand you what we're marking

 16   as Exhibit 4 which is the United States complaint

 17   intervention against Forest Labs.

 18                  Have you seen that before?

 19           A.     Not that I recollect.

 20           Q.     At the bottom of this page it says,

 21   "Over the course of more than half a decade, Forest

 22   illegally marketed two related antidepressant drugs,

 23   Celexa and Lexapro, for off-label use in pediatric

 24   patients when both drugs had been approved only for
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  1   adult use."

  2                  Do you see that?

  3           A.     Yes.

  4           Q.     Were you aware of Forest illegally

  5   marketing for off-label use of Celexa in the pediatric

  6   population?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  I was aware of those

  9           T-shirts.

 10   BY MR. BAUM:

 11           Q.     And what was on the T-shirts?

 12           A.     I don't know.

 13           Q.     Something to do with pediatric use of

 14   Celexa or Lexapro?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  It was just -- it was a

 17           pediatric event.

 18   BY MR. BAUM:

 19           Q.     And at that event they were suggesting

 20   the use of Celexa or Lexapro for kids?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  They were giving out

 23           T-shirts or something, and it must have said

 24           Celexa on it.

�

00076

  1   BY MR. BAUM:

  2           Q.     Okay.  Let's take a look at Page 17,

  3   Paragraph 60.  It says, "Forest paid a medical writing

  4   firm to ghost-write an academic article on the Wagner

  5   study, and Forest arranged to have the article

  6   published in the June 2004 issue of The American

  7   Journal of Psychiatry, with Dr. Wagner listed as the

  8   lead author.  The article did not mention that the only

  9   other double-blind, placebo-controlled trial on

 10   pediatric use of Celexa had shown no efficacy and had

 11   an incidence of suicide attempts and suicidal ideation

 12   among those taking Celexa that was almost three times

 13   higher than in the group taking the placebo."

 14                  Did I read that correctly?

 15           A.     Yes.

 16           Q.     This article mentioned here is referring

 17   to the published report of CIT-MD-18 with Dr. Wagner as

 18   an author?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Is that a question?

 21   BY MR. BAUM:

 22           Q.     Yes.

 23           A.     What's the question?  Is that the --

 24           Q.     Is this paragraph referring to the
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  1   article in which Dr. Wagner was the lead author

  2   regarding CIT-MD-18's results?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  I assume so.

  5   BY MR. BAUM:

  6           Q.     Do you know why Dr. Wagner was viewed as

  7   a principal investigator?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  I wasn't aware that she

 10           was the principal investigator.

 11   BY MR. BAUM:

 12           Q.     Did you think she wasn't?

 13           A.     No.

 14           Q.     What was her relationship to the

 15   CIT-MD-18 project?

 16           A.     She was an investigator on it.

 17           Q.     Was she an author?

 18           A.     Yeah, well, I mean, I knew she did the

 19   poster.  I didn't know she was first author on the --

 20   on this article.

 21           Q.     Do you recall Natasha Mitchner being

 22   involved --

 23           A.     No.

 24           Q.     -- with writing the first draft of the
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  1   manuscript for CIT-MD-18?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  I don't know who Natasha

  4           Mitchner is.

  5   BY MR. BAUM:

  6           Q.     Do you recall that there was a medical

  7   writing company that Forest worked with to get the

  8   manuscript drafted?

  9                  MR. ROBERTS:  Objection, lack of

 10           foundation.

 11                  THE WITNESS:  No.

 12   BY MR. BAUM:

 13           Q.     Who do you think wrote it?

 14                  MR. ROBERTS:  Objection, calls for

 15           speculation.

 16                  THE WITNESS:  I think it was a

 17           collaborative effort.

 18   BY MR. BAUM:

 19           Q.     Did it involve a medical writing company

 20   that was hired by Forest?

 21           A.     Not that I knew of.  I would think they

 22   would be more involved in production, but sometimes

 23   they were used to facilitate.

 24           Q.     What do you mean by that?
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  1           A.     You know, if there was -- if there were

  2   a bunch of authors on the study, the manuscript has to

  3   be circulated and comments have to be incorporated, and

  4   there's also other -- a lot of logistics with a

  5   submission and so forth.

  6           Q.     You don't recall the medical writing

  7   company actually drafting the manuscript?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     You never saw a draft of a manuscript

 12   that was prepared by Natasha Mitchner and Mary

 13   Prescott?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Oh, I don't know that.  If

 16           I was around, it would be very likely that I

 17           commented on the manuscript.

 18   BY MR. BAUM:

 19           Q.     Do you recall that a manuscript was

 20   generated by companies that Mary Prescott or Natasha

 21   Mitchner worked for?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I don't recall Natasha

 24           Mitchner.  Did she work for Mary?
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  1   BY MR. BAUM:

  2           Q.     Yeah.

  3           A.     That's possible.

  4           Q.     Okay.  Do you recall that you provided

  5   information to Mary Prescott or an outside writing

  6   agency for drafting the manuscript?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  If it was drafted by an

  9           outside agency, then they would have to get it

 10           from Forest.

 11   BY MR. BAUM:

 12           Q.     Did you help provide that information to

 13   them?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Oh, not that I recall.

 16   BY MR. BAUM:

 17           Q.     Do you know whether or not the published

 18   article and the June 2004 issue of American Journal of

 19   Psychiatry mentioned the 94404 results?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Based on what I see here

 22           you mean?

 23   BY MR. BAUM:

 24           Q.     At the time did you recall whether or
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  1   not it mentioned 94404?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  No.

  4   BY MR. BAUM:

  5           Q.     Are you aware now that it did not?

  6                  MS. KIEHN:  Objection.

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  If this allegation is

  9           correct, then it did not.

 10   BY MR. BAUM:

 11           Q.     Okay.  Would you agree that it's

 12   scientifically unsound to promote positive results and

 13   conceal negative results of testing on a drug?

 14                  MR. ROBERTS:  Objection, not an expert.

 15                  THE WITNESS:  Is it scientifically --

 16           scientifically unsound?

 17   BY MR. BAUM:

 18           Q.     Yes.

 19           A.     My first thought wouldn't be that

 20   scientific was primary issue but --

 21           Q.     What would you call it?

 22           A.     What are you suggesting, to promote

 23   positive results, or do what with positive results,

 24   communicate positive results?
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  1           Q.     To promote positive results and conceal

  2   negative results of clinical trials.

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  I'd say it's undesirable.

  5   BY MR. BAUM:

  6           Q.     Do you have any regrets of being part of

  7   any of this illegal activity of Forest?

  8                  MR. ROBERTS:  Objection, calls for

  9           speculation.

 10                  MS. KIEHN:  Lack of foundation.

 11                  THE WITNESS:  What illegal activity did

 12           I participate in?

 13   BY MR. BAUM:

 14           Q.     You worked at Forest.

 15                  MR. ROBERTS:  Objection.

 16   BY MR. BAUM:

 17           Q.     We just went through the Information and

 18   this complaint and --

 19           A.     This complaint is just an allegation

 20   from I don't know where.

 21           Q.     So the Information, the exhibit before,

 22   is not just an allegation.  Forest pled guilty to it

 23   and pled guilty to having conducted activities --

 24                  MR. ROBERTS:  Objection.

�

00083

  1                  MS. KIEHN:  Objection.

  2                  MR. ROBERTS:  Mischaracterizes the

  3           documents.

  4                  MS. KIEHN:  Completely mischaracterizing

  5           the documents, misleading.

  6                  MR. WISNER:  Kristin, Kristin.

  7                  MS. KIEHN:  Brent, Brent, Brent.

  8                  MR. WISNER:  He's defending the

  9           deposition, you're not.

 10                  MS. KIEHN:  Fine.

 11                  MR. WISNER:  So you have no right to

 12           object.  Only one witness deposes, that's it.

 13           You're not sick.  You don't get to object.

 14           Josh can handle himself.

 15                  MS. KIEHN:  Calm down.

 16   BY MR. BAUM:

 17           Q.     And so they're just objecting and

 18   disagreeing with it.  They can't stop you from

 19   answering that question.

 20           A.     Yeah, but what paragraph, what?

 21                  MR. ROBERTS:  I am objecting to it, but

 22           you can answer, to the extent that you remember

 23           what the question is.

 24                  THE WITNESS:  Are we going back to the
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  1           DOJ?

  2   BY MR. BAUM:

  3           Q.     This is the Information.  This is the

  4   plea agreement.

  5                  MR. ROBERTS:  Let the record reflect

  6           what the exhibits are.

  7   BY MR. BAUM:

  8           Q.     Exhibit 3 is the Information, and

  9   Exhibit 2 is the plea agreement, and in Exhibit 2

 10   they've pled guilty to the Informations contained in

 11   the Information?

 12                  MR. ROBERTS:  Objection to the extent

 13           that it mischaracterizes the document.

 14   BY MR. BAUM:

 15           Q.     So what I'm asking you is do you regret

 16   having been involved with any of the activity that's

 17   described in these documents?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I regret anything I did

 20           that got me here today.

 21   BY MR. BAUM:

 22           Q.     Well, that's a slightly different answer

 23   to a slightly different question, and I'd like the

 24   answer to my question.
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  1                  MR. ROBERTS:  And I object to his

  2           question, but you can answer.

  3                  THE WITNESS:  Yeah, well, I mean, I'm a

  4           little confused by your question because, I

  5           mean, actually, my recollection was that when

  6           the Department of Justice case was settled, I

  7           didn't think Celexa was even mentioned, or at

  8           least it was very secondary.  Isn't that true?

  9   BY MR. BAUM:

 10           Q.     Well, if you look here at what I just

 11   showed you, Celexa was involved, wasn't it?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yes, it was involved in

 14           the allegations, but then when it was settled,

 15           I didn't -- I thought it was about other drugs,

 16           wasn't it?

 17   BY MR. BAUM:

 18           Q.     No, there are other drugs as well, but

 19   they're also Celexa and Lexapro.

 20                  MS. KIEHN:  You're not testifying,

 21           Michael.

 22                  MR. ROBERTS:  Objection.

 23   BY MR. BAUM:

 24           Q.     So the documents I just showed you
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  1   involve Celexa and Lexapro, didn't they?

  2                  MR. ROBERTS:  Objection, to the extent

  3           that it mischaracterizes the document.  If you

  4           want to take your time and go through the

  5           document, you can take your time and go through

  6           the document.  You don't have to accept his

  7           characterization of the document.

  8   BY MR. BAUM:

  9           Q.     Take a look at the bottom of Page 8.

 10                  MR. ROBERTS:  Are we going back to 2?

 11   BY MR. BAUM:

 12           Q.     In Exhibit 2.  Do you see that?

 13                  MR. ROBERTS:  See what?  What are we --

 14   BY MR. BAUM:

 15           Q.     The bottom of --

 16           A.     "Forest expressly and unequivocally

 17   further admits that it committed the offenses charged

 18   in the Information."  So this is the Information?

 19           Q.     Yes.  I showed you paragraphs in the

 20   Information that related to Celexa and the off-label

 21   promotion of Celexa.

 22                  MR. ROBERTS:  Objection to your

 23           characterization of it.

 24   BY MR. BAUM:
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  1           Q.     If you take a look at Paragraphs 61 and

  2   59.

  3           A.     So your question is, do I regret any --

  4                  MR. ROBERTS:  You don't have to ask him

  5           his question.  He can ask his own questions.

  6                  MR. BAUM:  You're going to have to stop

  7           guiding him.

  8                  MR. ROBERTS:  He's not asking you the

  9           questions.  You get to ask the questions.

 10                  MR. BAUM:  You do not get to guide him.

 11                  MR. ROBERTS:  I'm not guiding him.

 12                  MR. BAUM:  You have to stop guiding him.

 13                  MR. ROBERTS:  I'm not guiding him.

 14                  MR. BAUM:  Yes, you are.

 15                  MR. ROBERTS:  I'm trying to get him to

 16           the right place.

 17                  MR. BAUM:  I already had him at that.

 18                  MR. ROBERTS:  Okay.  Well, I'm getting

 19           to the right place now.  What page are we on?

 20                  MR. BAUM:  We're at Paragraphs 59 and

 21           61?

 22                  MR. ROBERTS:  Okay, perfect.  What's the

 23           question?

 24   BY MR. BAUM:
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  1           Q.     Do you see Paragraphs 59 and 61, do you

  2   recall our having read those into the record?

  3                  MR. ROBERTS:  Objection.

  4   BY MR. BAUM:

  5           Q.     Do you see those?

  6           A.     I'm looking at 61.

  7           Q.     Okay.  You see that those relate to

  8   Celexa and Lexapro?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  Yes.

 11   BY MR. BAUM:

 12           Q.     And do you see that Forest in the

 13   Information has pled guilty to the activities described

 14   here in the information?

 15                  MR. ROBERTS:  Objection.  He's not a

 16           lawyer.

 17                  THE WITNESS:  Assuming that these two

 18           are linked, then I guess there was a guilty

 19           plea.

 20   BY MR. BAUM:

 21           Q.     All right.  Do you regret having been

 22   involved with any of the activity that's described in

 23   the Information and that to which Forest pled guilty?

 24                  MR. ROBERTS:  Objection, calls for
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  1           speculation.

  2                  THE WITNESS:  I don't think I was

  3           involved in the activity of these things.

  4   BY MR. BAUM:

  5           Q.     Well, you worked on MD-18, correct?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  But I didn't direct Forest

  8           Pharmaceuticals sales reps to promote Celexa.

  9           I didn't promote Celexa.  I didn't hire outside

 10           speakers.  I didn't publicize and circulate

 11           positive results.

 12   BY MR. BAUM:

 13           Q.     Your employer did, though, right?

 14           A.     Well, no, I did --

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  I did help to -- I don't

 17           regret helping to publish 18.  No, I don't

 18           regret it.

 19   BY MR. BAUM:

 20           Q.     Okay.

 21                  MR. ROBERTS:  Are we ready for a break?

 22                  MR. BAUM:  Yeah.

 23                  THE VIDEOGRAPHER:  We will be going off

 24           the record at 9:16 a.m.  This marks the end of
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  1           Media 1.

  2                  (Brief recess.)

  3                  THE VIDEOGRAPHER:  We are back on the

  4           record at 9:29 a.m.  This marks the beginning

  5           of Media 2.  Go ahead, counselor.

  6                  MR. BAUM:  We're going to move on to

  7           Exhibit 5.

  8                  (Document marked for identification as

  9           Flicker Deposition Exhibit No. 5.)

 10   BY MR. BAUM:

 11           Q.     Which is an e-mail from Karoline Als at

 12   Lundbeck to Ivan Gergel at Forest dated July 16, 2001.

 13                  Have you seen that document before?

 14                  MR. ROBERTS:  You can answer to the

 15           extent that it refreshed your recollection.

 16                  THE WITNESS:  No, I don't recognize this

 17           document.

 18   BY MR. BAUM:

 19           Q.     You see that it's addressed to you up at

 20   the top there?

 21           A.     Yes.

 22           Q.     It's -- the subject is "94404: Headline

 23   results."

 24                  Do you see that, right at the subject
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  1   line?

  2           A.     Yeah.

  3           Q.     Then the importance is high, do you see

  4   that further down?

  5           A.     Mm-hmm.

  6           Q.     And it says, Dear Ivan Gergel, 94404

  7   citalopram versus placebo in the treatment of

  8   adolescent depression have been unblinded and

  9   unfortunately with a negative result.  It was not

 10   possible to detect a significant difference between the

 11   two treatment groups.

 12                  Do you see that?

 13           A.     Yes.

 14           Q.     Do you recall having received this

 15   document?

 16           A.     No.

 17           Q.     Do you recall having being informed that

 18   the 94404 results were negative?

 19           A.     No.

 20           Q.     Does this document refresh your

 21   recollection at all that during this time frame you

 22   were advised that the outcome of 94404 was negative?

 23           A.     Yes, I mean, that's new information.

 24           Q.     You never knew at the time that 94404
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  1   was negative?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  I thought 94404 was older

  4           than this.  I didn't think -- I didn't think I

  5           learned in 2001 that 94404 had failed results.

  6   BY MR. BAUM:

  7           Q.     You think you learned that earlier?

  8           A.     Yeah.

  9           Q.     When do you think you learned it?

 10           A.     I don't know.  I thought it had been --

 11   I had the impression it had been completed a lot

 12   earlier than this.

 13           Q.     Do you have any reason to dispute what

 14   is stated in this e-mail?

 15           A.     No.

 16           Q.     Do you have any reason to dispute that

 17   you received it?

 18           A.     Well --

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Dispute anything that it

 21           says in this e-mail?  I haven't read the entire

 22           e-mail.  I mean, I believe that this was -- is

 23           an actual e-mail that was sent.

 24   BY MR. BAUM:
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  1           Q.     It was produced in the ordinary course

  2   of business of Forest?

  3           A.     Yes.

  4                  MR. ROBERTS:  Objection.

  5   BY MR. BAUM:

  6           Q.     That was yes?

  7           A.     Yes.

  8           Q.     Okay.  Do you recall that it was of high

  9   importance for Forest employees to learn that a

 10   contemporaneous study on Celexa treatment for

 11   adolescent depression in Europe was unfortunately a

 12   negative result?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  The results of the 94404

 15           study were of strong interest to Forest.

 16   BY MR. BAUM:

 17           Q.     Was there a plan orchestrated around

 18   this time between Forest and Lundbeck to make sure that

 19   the positive results from CIT-MD-18 were published

 20   before the negative results of 94404?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  No.

 23   BY MR. BAUM:

 24           Q.     You don't recall that?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  No.

  3   BY MR. BAUM:

  4           Q.     Ever?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  No.

  7   BY MR. BAUM:

  8           Q.     Do you recall any urgency on behalf of

  9   Forest to get the so-called positive data published

 10   regarding CIT-MD-18?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  That sounds familiar.

 13   BY MR. BAUM:

 14           Q.     Were you personally involved with

 15   delaying publication of the study 94404 until after the

 16   results of CIT-MD-18 were published?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  No.

 19                  MR. BAUM:  Okay.  We're going to move on

 20           to Exhibit 6, it's MDL-FORP0018834.

 21                  (Document marked for identification as

 22           Flicker Deposition Exhibit No. 6.)

 23   BY MR. BAUM:

 24           Q.     This is an e-mail chain between you,
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  1   Bill Heydorn, Karoline Als between November 14 and 20

  2   of 2001 regarding 94404, second draft.

  3                  You see your name there on the to line?

  4           A.     Yeah.

  5           Q.     Do you have any doubt -- reason to doubt

  6   that you received this e-mail chain?

  7           A.     No.

  8           Q.     Was this produced in the ordinary course

  9   of Forest business?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Say again.

 12   BY MR. BAUM:

 13           Q.     Was this e-mail part of the ordinary

 14   course of Forest business?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  I assume so.

 17   BY MR. BAUM:

 18           Q.     You see at the bottom of this page that

 19   Karoline Als of Lundbeck writes to you on November 14,

 20   2001 and asks you to review the second draft of the

 21   report for -- study report for 94404?  It says, "Dear

 22   Charles, by today you will receive the second draft

 23   report of 94404.  Your review should focus on the

 24   following aspects."
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  1                  You see that?  Here, let me point it to

  2   you.  It's there.

  3           A.     You want me to read this whole thing?

  4           Q.     No.  I'm actually just asking you do you

  5   recall having worked on the second draft of the study

  6   report for 94404?

  7           A.     No.

  8           Q.     You don't recall ever having worked on

  9   94404 study report?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  I could speculate, yeah.

 12   BY MR. BAUM:

 13           Q.     Do you have any reason to doubt that you

 14   were sent the results of 94404 and a second draft of

 15   the 94404 study report for you to review?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  No.

 18   BY MR. BAUM:

 19           Q.     Do you have any reason to dispute any of

 20   the information that's discussed in this e-mail chain?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  I'd have to read it.

 23   BY MR. BAUM:

 24           Q.     Well, the part that I'm interested in,
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  1   in particular, is that you were sent a second draft of

  2   the report for 94404 and you were asked to review

  3   aspects of it.

  4                  Do you have any doubt that you received

  5   the second draft?

  6           A.     I have only a small amount of doubt.

  7           Q.     And what is that?

  8           A.     Maybe I didn't.  Since I don't have any

  9   specific recollection of getting it, then it's hard for

 10   me to confirm that.

 11           Q.     Did you -- do you recall receiving

 12   e-mails from Karoline Als at Lundbeck regarding 94404?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Only because I'm looking

 15           at this, I do recollect the name Karoline Als,

 16           and I do associate her certainly with Lundbeck

 17           and possibly as a person who collected comments

 18           on that -- on that study report.

 19   BY MR. BAUM:

 20           Q.     The next e-mail up, it says, "Dear

 21   Charles, by now you should be able to access the

 22   draft."

 23                  Do you see that?  Just a little bit

 24   higher up in the middle of the page.
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  1           A.     Yeah.

  2           Q.     And then the next one up has an e-mail

  3   from you to -- from Joan Singh, I guess that was on

  4   behalf of Charles Flicker; that was your secretary,

  5   correct?

  6           A.     Yes.

  7           Q.     And it's to Bill Heydorn and cc'd to

  8   Paul Tiseo, Jane Wu and Julie Kilbane.

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     And then you ask who is the contact

 12   person on this.

 13                  Do you see that?

 14           A.     Uh-huh.

 15           Q.     And then the next one up shows Bill

 16   Heydorn to you saying, "I can coordinate return of

 17   comments on 94404."

 18                  Do you see all that?

 19           A.     Yes.

 20           Q.     Does any of that refresh your

 21   recollection that you were involved with making some

 22   modifications and comments to the study report for

 23   94404?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  It doesn't refresh my

  2           recollection.

  3   BY MR. BAUM:

  4           Q.     Do you have any reason to doubt that you

  5   were involved with making comments and changes to the

  6   study report for 94404?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  No.

  9                  MR. BAUM:  Okay.  Let's go to the next

 10           exhibit.

 11                  (Document marked for identification as

 12           Flicker Deposition Exhibit No. 7.)

 13   BY MR. BAUM:

 14           Q.     Marked as Exhibit 7, MDL-FORP0011 -- no

 15   19228.  And this is some handwritten comments on 94404

 16   study report, CF with an arrow to W. Heydorn.

 17                  Do you recognize that handwriting?

 18           A.     It looks like my handwriting.

 19           Q.     And CF, that would be you?

 20           A.     Yes.

 21           Q.     To Bill Heydorn?

 22           A.     Yes.

 23           Q.     And it's comments on 94404 study report?

 24           A.     Yes.
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  1           Q.     Okay.  So was this produced by you while

  2   you were working at Forest?

  3           A.     It must have been.

  4           Q.     Something you would have done in the

  5   ordinary course of your work at Forest?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  I don't know how ordinary,

  8           but it would be part of the job.

  9   BY MR. BAUM:

 10           Q.     Okay.  And do you see here that you were

 11   making comments on the 94404 study report?

 12           A.     Yes.

 13           Q.     And you had some detailed comments here,

 14   correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Yes.

 17   BY MR. BAUM:

 18           Q.     And you sent those comments to Bill

 19   Heydorn, right?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  That would appear to be

 22           the case.

 23   BY MR. BAUM:

 24           Q.     Do you know how they ended up getting to
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  1   Bill Heydorn?  Was it via e-mail or did you hand them

  2   to him?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  I would assume -- I don't

  5           know really.

  6   BY MR. BAUM:

  7           Q.     And these comments here are your

  8   suggested changes to the study report of 94404?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  These are comments on the

 11           study report.  I don't know if they're changes

 12           or clarifications.

 13   BY MR. BAUM:

 14           Q.     Well, under "Discussion" it says "delete

 15   statement regarding faster metabolism."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And it says "delete reference 25."

 19                  Do you see that?

 20           A.     Yes.

 21           Q.     So are those recommendations of

 22   suggested changes to the study report for 94404?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Yes.
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  1   BY MR. BAUM:

  2           Q.     So you were participating in making

  3   comments and changes to the study report for 94404,

  4   correct?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Certainly comments.  I

  7           don't know to what extent the comments or

  8           turned into changes.

  9   BY MR. BAUM:

 10           Q.     But you suggested changes, correct?

 11           A.     Yes.

 12                  MR. BAUM:  Okay.  Let's go to Exhibit 8.

 13                  (Document marked for identification as

 14           Flicker Deposition Exhibit No. 8.)

 15   BY MR. BAUM:

 16           Q.     This is an e-mail chain between Ivan

 17   Gergel, Bill Heydorn, I don't know how you pronounce

 18   this, Dorte or is it Dorte?

 19                  MS. KIEHN:  Dorte.

 20   BY MR. BAUM:

 21           Q.     Dorte Thudium and another unidentified

 22   Lundbeck employee by the name probably Anders,

 23   Agpe@Lundbeck.com dated March 2nd through March 8, 2002

 24   regarding 94404 report comments.
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  1                  Do you know who Dorte Thudium is?

  2           A.     I recall that there was a Lundbeck

  3   employee by that name.

  4           Q.     And if you look part way down the page,

  5   you'll see that Bill Heydorn sent to Dorte Thudium and

  6   cc'd to you an e-mail that he forwarded to Dorte

  7   Thudium.

  8                  Do you see that?  Your name is right

  9   there.

 10           A.     To Dorte.

 11           Q.     Just above Dear Dorte, do you see your

 12   name?

 13           A.     Yeah.

 14           Q.     Okay.  So who is Dorte Thudium?

 15           A.     She was an employee or at least

 16   representative of Lundbeck.

 17           Q.     Okay.  Did you have any contact with

 18   her?

 19           A.     Not that I recall.

 20           Q.     Only through these e-mail chains?

 21           A.     Not that I recall.

 22           Q.     Do you have any reason to doubt that you

 23   were involved with and received or sent e-mails related

 24   to this e-mail chain?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I think -- I think I must

  3           have gotten this e-mail from Bill.

  4   BY MR. BAUM:

  5           Q.     Do you think it was produced in the

  6   ordinary course of Forest business?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Basically.

  9   BY MR. BAUM:

 10           Q.     All right.  So in the top e-mail it

 11   says, "Anders, I am forwarding a memo relating to the

 12   report on your pediatric study which was sent to your

 13   team yesterday by Charlie Flicker and Bill Heydorn."

 14                  Do you see that?

 15           A.     Yes.

 16           Q.     "As you are aware, this is an extremely

 17   important report for Celexa as it is one of the two

 18   clinical efficacy reports that we will be submitting to

 19   satisfy our 6 month exclusivity requirement."

 20                  Do you see that?

 21           A.     Yes.

 22           Q.     Does that refresh your recollection at

 23   all that both studies were involved with getting the

 24   six-month exclusivity?

�

00105

  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  Well, no, it doesn't

  3           refresh my recollection.  As I stated, I had

  4           the impression that we only needed to do one

  5           study, so I was confused on that.

  6   BY MR. BAUM:

  7           Q.     Do you have any reason to doubt what

  8   Mr. Gergel -- Dr. Gergel is saying here?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  No.

 11   BY MR. BAUM:

 12           Q.     "We believe that the changes to the

 13   report detailed in the attached memo are very important

 14   and may have significant bearing on the acceptability

 15   of the report as 'interpretable' by the FDA."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     Do you recall there being some concern

 19   about 94404's results being interpretable?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  I don't know if

 22           interpretable would be the word I would use.

 23   BY MR. BAUM:

 24           Q.     Well, you see here that Dr. Gergel did?
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  1           A.     Yes.

  2           Q.     Do you know that interpretable was a

  3   technical word that had something to do with whether or

  4   not the study was useful for getting the exclusivity

  5   extension?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  You know, my recollection

  8           is refreshed that that was the criterion for

  9           the exclusivity, that apparently it was two

 10           studies, not one and that the two studies

 11           needed to be interpretable.

 12   BY MR. BAUM:

 13           Q.     And that Dr. Gergel is saying here that

 14   changes need to be made in order for the study to be

 15   viewed as interpretable.

 16                  Do you see that?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Well, he thinks they have

 19           significant bearing.

 20   BY MR. BAUM:

 21           Q.     And he thought that your suggestions

 22   would have a significant bearing, correct?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  He does say that the
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  1           source of the input was from Flicker and

  2           Heydorn, yeah.

  3   BY MR. BAUM:

  4           Q.     And then he says, "I should be very

  5   grateful for your support in ensuring that the changes

  6   are made."

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     Do you know who Anders is or was?

 10           A.     Anders was a senior executive or a

 11   senior employee at Lundbeck.

 12           Q.     Do you know whether your changes were,

 13   in fact, implemented?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No.

 16   BY MR. BAUM:

 17           Q.     Do you agree that the changes you

 18   recommended might have -- you and the Forest team

 19   recommended would have had a significant bearing on the

 20   study 94404 results being interpretable?

 21                  MR. ROBERTS:  Objection, calls for

 22           speculation.

 23                  THE WITNESS:  Could you repeat that.

 24   BY MR. BAUM:
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  1           Q.     Do you agree that the changes

  2   recommended by you and the Forest team would have a

  3   significant bearing on the study 94404 results being

  4   interpretable?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Again, interpretable is so

  7           vague, I can't really answer that.

  8   BY MR. BAUM:

  9           Q.     Well, do you recall being involved in

 10   making sure that the 94404 results were interpretable?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     Does this indicate that you were

 15   involved with making sure that the 94404 results were

 16   interpretable?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  This suggests to me

 19           that -- and based on the other sheet of the

 20           comments that I provided, suggests to me that I

 21           was involved in an effort to improve the

 22           quality of the 94404 report.

 23   BY MR. BAUM:

 24           Q.     And to make it interpretable?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  It would appear that Ivan

  3           at least was concerned about the

  4           interpretability issue.

  5   BY MR. BAUM:

  6           Q.     And that your suggested changes would

  7   affect the interpretability, correct?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  That's what he thought.

 10   BY MR. BAUM:

 11           Q.     Did you think that too?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  I don't know.

 14   BY MR. BAUM:

 15           Q.     You don't recall?

 16           A.     I recall that 94404's design had

 17   problems.

 18           Q.     That might have interfered with its

 19   being interpretable?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  That could have undermined

 22           the validity of the study.

 23   BY MR. BAUM:

 24           Q.     Okay.  If you look at a couple pages in
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  1   to this e-mail chain, there's an attachment.  Do you

  2   recall having reviewed any material like this when you

  3   were working at Forest related to 94404?

  4                  MR. ROBERTS:  Objection, and the

  5           attachment you're saying starts at 19160; is

  6           that what you're think --

  7                  MR. BAUM:  Yes.

  8                  THE WITNESS:  No.

  9   BY MR. BAUM:

 10           Q.     From these last three documents we just

 11   went over, is it clear to you now that you knew of the

 12   results from 94404 by at least July of 2001?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  How do you know that?

 15   BY MR. BAUM:

 16           Q.     Well, the first one I showed you was

 17   dated July 2001.  If you go back to Exhibit, I think,

 18   6.

 19           A.     Okay.

 20           Q.     No, no, it's actually 5, sorry.  Go back

 21   to 5.

 22                  Each of these cover a time period

 23   between July 16, 2001 and March 8, 2002.  Do you see at

 24   the top of Exhibit 5 it says July 16, 2001.
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  1           A.     Yes.

  2           Q.     And this is when word conveyed that the

  3   results were negative, and then the next ones coming

  4   up --

  5                  MR. ROBERTS:  Objection.

  6   BY MR. BAUM:

  7           Q.     -- were drafts of the study report for

  8   94404.

  9                  Do you see that, Exhibit 6?

 10           A.     Yeah.

 11           Q.     All right.  So what I wanted to find --

 12   ask you is is that based on these documents, by this

 13   time frame between July 16, 2001 and March 8, 2002, you

 14   were aware of the results of 94404, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  As I said, my recollection

 17           is that I thought that 944 had been completed

 18           far earlier, but in seeing these doc -- I don't

 19           doubt the authenticity of these documents.

 20   BY MR. BAUM:

 21           Q.     Okay.  Did you convey the results of

 22   94404 to Dr. Wagner?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  I don't know.
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  1   BY MR. BAUM:

  2           Q.     Did you convey the results of 94404 to

  3   Mary Prescott?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  I don't know.

  6   BY MR. BAUM:

  7           Q.     Did you withhold them for any reason?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     Was there any -- would there have been

 12   any reason for you to have not conveyed those to them?

 13                  MR. ROBERTS:  Objection, calls for

 14           speculation.

 15                  THE WITNESS:  Was there a reason for me

 16           to not tell Mary Prescott about 94404?

 17   BY MR. BAUM:

 18           Q.     Right.

 19           A.     If she asked me about it?

 20           Q.     Well, you were communicating to her

 21   about the results of studies, CIT-MD-18, on an

 22   adolescent and child population.  Do you think it would

 23   have been important to convey to her also the results

 24   of 94404?
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  1                  MR. ROBERTS:  Objection,

  2           mischaracterizes testimony.

  3                  THE WITNESS:  Yeah, I don't think that

  4           would be the type of conversation I would have

  5           with Mary Prescott.

  6   BY MR. BAUM:

  7           Q.     What type of conversation would you have

  8   with Mary Prescott?

  9                  MR. ROBERTS:  Objection, calls for

 10           speculation.

 11                  THE WITNESS:  You know, if her company

 12           were generating slides, then I would get them

 13           data.

 14   BY MR. BAUM:

 15           Q.     So included in that data, would you not

 16   want to include both positive and the negative data?

 17                  MR. ROBERTS:  Objection, calls for

 18           speculation.

 19                  THE WITNESS:  You know, I did not make

 20           any determinations about what general projects

 21           Mary Prescott worked on.

 22   BY MR. BAUM:

 23           Q.     What about Dr. Wagner?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Dr. Wagner is a nice lady.

  2   BY MR. BAUM:

  3           Q.     Did you convey the negative results of

  4   94404 to Dr. Wagner?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  I don't know.

  7   BY MR. BAUM:

  8           Q.     What's a study protocol?

  9           A.     What is a study protocol?

 10           Q.     Yeah.

 11           A.     It's a document that details how a study

 12   should be -- how a particular study is to be conducted.

 13           Q.     Is it necessary for the conduct of a

 14   clinical trial?

 15           A.     For a study -- certainly for a study

 16   conducted under the auspices of the FDA to be submitted

 17   to the agency.

 18           Q.     Why is it necessary for the conduct of a

 19   clinical trial?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  That's a little deep, but

 22           can you repeat the question?  Why is a study

 23           protocol necessary?

 24                  MR. BAUM:  Right.
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I'd say that it's designed

  3           to ensure consistent conduct of the study

  4           and -- consistent documented conduct of the

  5           study.

  6   BY MR. BAUM:

  7           Q.     Was Forest expected to follow the study

  8   protocol for study CIT-MD-18?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  Well, usually it's the

 11           investigators who are supposed to follow the

 12           study protocol.  The study protocol is given to

 13           the investigators, and they follow the study

 14           protocol.

 15   BY MR. BAUM:

 16           Q.     And what did Forest have to do with

 17   seeing to it that the protocol was followed?

 18                  MR. ROBERTS:  Objection, just like to

 19           state the witness is not an expert.

 20                  THE WITNESS:  The monitors monitored the

 21           study to ensure that -- there are study

 22           monitors who visit the site and ensure that

 23           it's being conducted in accordance with the

 24           protocol.
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  1   BY MR. BAUM:

  2           Q.     Did you have anything to do with making

  3   sure that the study protocol for Study 18 was followed?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Well, not that I

  6           specifically recollect.

  7   BY MR. BAUM:

  8           Q.     Do you recall having been involved with

  9   drafting the protocol for CIT-MD-18?

 10           A.     Based on documents I saw yesterday.

 11           Q.     I'm going to hand you what we're marking

 12   as Exhibit 9.

 13                  (Document marked for identification as

 14           Flicker Deposition Exhibit No. 9.)

 15   BY MR. BAUM:

 16           Q.     Which is some of the protocol for MD-18.

 17   If you flip over to the -- it's dated September 1,

 18   1999.

 19                  Do you see that, right there?

 20           A.     Okay.

 21                  MR. ROBERTS:  And let the record reflect

 22           that it's part of a larger production that's

 23           dated April 2nd, 2002.  It's an excerpt from

 24           that.
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  1   BY MR. BAUM:

  2           Q.     Yeah, this is an excerpt from the study

  3   report itself that was dated April 8, 2002.  This is

  4   the protocol for CIT-MD-18, correct?

  5           A.     I don't dispute that.

  6           Q.     Okay.  So let's go to the next page.  It

  7   says, "Final Protocol Authorization Sign-off Sheet."

  8                  Do you see that?

  9           A.     Yes.

 10           Q.     And it was submitted by Paul Tiseo.

 11                  Do you see that?

 12           A.     Yes.

 13           Q.     He was the associate medical

 14   director-CNS, medical monitor.

 15                  Do you see that?

 16           A.     Yes.

 17           Q.     Then the next one underneath that says

 18   authorized by Charles Flicker, that was you, correct?

 19           A.     Yes.

 20           Q.     And it said you were senior medical

 21   director-CNS.

 22                  Do you see that?

 23           A.     Yes.

 24           Q.     Does that refresh your recollection you
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  1   were a senior medical director of the CNS department at

  2   some point in Forest?

  3           A.     No, I told you that already.

  4           Q.     I thought you disputed that you were in

  5   the CNS section?

  6           A.     Oh, no, it wasn't a CNS department.

  7           Q.     What does this mean senior medical

  8   director-CNS?

  9           A.     I was in Ivan's department, clinical

 10   research, and CNS -- that was my title, but CNS

 11   wasn't -- was it a separate depart -- I don't even

 12   know.

 13           Q.     All right.  It doesn't matter.

 14           A.     I believe clinical research was a

 15   department and CNS was a division within that

 16   department.

 17           Q.     Okay.  So you were maybe a senior

 18   medical director within the CNS division?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I would have been senior

 21           medical director of the CNS group or division

 22           within the clinical research department.

 23           Q.     Okay.  And you see Lawrence Olanoff

 24   there?
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  1           A.     I see his name and signature, yeah.

  2           Q.     Do you recall his being involved with

  3   MD-18?

  4           A.     Well, no, I mean -- no, I don't directly

  5   remember his involvement.

  6           Q.     Do you have any reason to dispute that

  7   he was involved, based on his having signed off on the

  8   protocol sheet?

  9           A.     No.

 10           Q.     And Ivan Gergel, do you recall his being

 11   involved with MD-18?

 12           A.     Again, not directly, but having seen

 13   that last memo, I mean, yeah, sure, he was.

 14           Q.     And Dr. Lakatos, is that right, Edward

 15   Lakatos, do you recall him?

 16           A.     I recall him.

 17           Q.     Do you know what his job was?

 18           A.     He was head -- head of the stats group.

 19           Q.     Okay.  And Keith Rotenberg, do you

 20   recall working with him on MD-18?

 21           A.     On MD-18, no, but I remember he was head

 22   of regulatory.

 23           Q.     Okay.  You had some interaction with

 24   regulatory affairs?
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  1           A.     Yes.

  2           Q.     What was your involvement?

  3           A.     Whatever they had to do for our studies

  4   in terms of filings to the FDA or communications.

  5           Q.     Part of your job was to make sure there

  6   was accurate and truthful information conveyed to the

  7   FDA?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  I don't know that it was

 10           in a written job description, but I would say

 11           yes.

 12   BY MR. BAUM:

 13           Q.     If the protocol weren't followed, would

 14   that invalidate the results of the study, or could it

 15   invalidate the results of the study?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  If the protocol is not

 18           followed, could it invalidate the results of

 19           the study?  Yes, it possibly could.

 20   BY MR. BAUM:

 21           Q.     And the placebo effect and observer bias

 22   require an experiment to use a double-blind protocol

 23   and a control group, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Why are you saying you

  2           need a double-blind control group?

  3   BY MR. BAUM:

  4           Q.     To avoid placebo effect, rule out

  5   placebo effect and observer bias?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  I mean, yes, you're saying

  8           to the extent that you need to demonstrate,

  9           that you wish to demonstrate the drug effect is

 10           above and beyond the placebo effect, yes.

 11   BY MR. BAUM:

 12           Q.     Was the protocol for Study 18

 13   double-blind procedure?

 14           A.     Was the protocol --

 15           Q.     Yes.

 16           A.     -- was the design of the study?  It was

 17   a double-blind study, yes.

 18           Q.     Do you know who was responsible for the

 19   overall conduct of study MD-18?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Well, Paul Tiseo was the

 22           lead clinician.

 23   BY MR. BAUM:

 24           Q.     What was his role with respect to
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  1   CIT-MD-18 before he left Forest?

  2           A.     Well, I now see that he had a primary

  3   role in generating the protocol, and what about

  4   documents I've seen yesterday?  He was obviously

  5   involved in the -- in the oversight of the running of

  6   the study.

  7                  MR. BAUM:  Let's go to the next exhibit,

  8           Exhibit 10.

  9                  (Document marked for identification as

 10           Flicker Deposition Exhibit No. 10.)

 11   BY MR. BAUM:

 12           Q.     Which is an e-mail with an attachment

 13   from Irene Stockman dated April 10, 2002 and was sent

 14   to Robert Ashworth, Im Abramowitz and Marcelo Gutierrez

 15   and it's cc'd to you and Bill Heydorn.

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And it says, "Find attached the final

 19   sign-off copy of citalopram pediatric study 18.  The

 20   sign-off sheet will be circulated to Harborshide

 21   shortly; please sign and return to me shortly."

 22                  Do you see that?

 23           A.     Yes.

 24           Q.     Do you recall signing off on the study
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  1   report for MD-18?

  2           A.     No.

  3           Q.     Do you have any reason to doubt that you

  4   did sign off on it?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Very little.

  7   BY MR. BAUM:

  8           Q.     Does -- do you recall that CIT-MD-18 was

  9   a multisite clinical trial?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Yes.

 12   BY MR. BAUM:

 13           Q.     And was each site expected to follow the

 14   study protocol?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Yes.

 17   BY MR. BAUM:

 18           Q.     When you signed off on the protocol,

 19   were you affirming the accuracy of its contents?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  What do you mean by

 22           "accuracy"?  Oh, you mean the study report, you

 23           mean the study report?

 24   BY MR. BAUM:
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  1           Q.     Well, there's the protocol and then the

  2   study report.  Let's back up.

  3                  When you signed off on the study report,

  4   did you -- were you affirming the accuracy of its

  5   contents?

  6                  MR. ROBERTS:  Objection, lacks

  7           foundation.

  8                  THE WITNESS:  Yeah.

  9   BY MR. BAUM:

 10           Q.     Do you recall drafting any portions of

 11   the protocol?

 12                  THE WITNESS:  Objection.  I'm losing

 13           track of this refreshing recollection

 14           reflecting.

 15                  MR. ROBERTS:  If there's any documents

 16           that you saw yesterday.  So if you saw this

 17           document yesterday and it refreshed your

 18           recollection, you can answer a question.

 19                  THE WITNESS:  I could answer it

 20           according to my refreshed recollection?

 21                  MR. ROBERTS:  According to your

 22           refreshed recollection, yes, but if it's

 23           something that Kristin and I talked to you

 24           about, that's different, then you can't answer.
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  1                  THE WITNESS:  Oh, okay.  Yeah, I saw

  2           documents yesterday that refresh my

  3           recollection that I did work on the protocol --

  4           protocol?

  5   BY MR. BAUM:

  6           Q.     Protocol and the study report, correct?

  7           A.     Both.

  8                  MR. ROBERTS:  Objection.

  9   BY MR. BAUM:

 10           Q.     And do you recall what your input was to

 11   the protocol?

 12           A.     No.

 13           Q.     Let's go back to Exhibit 9 just for a

 14   minute.

 15                  MR. ROBERTS:  The protocol?

 16                  MR. BAUM:  Yeah.

 17   BY MR. BAUM:

 18           Q.     If you go to the synopsis, which is like

 19   the third page in, see under evaluation?

 20                  MR. ROBERTS:  You mean Page 1.

 21   BY MR. BAUM:

 22           Q.     Yes, Page 1 of protocol, which is Page

 23   313 of the study report, and it's about the third page

 24   in, it's under Synopsis.
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  1                  Do you see that?

  2           A.     Mm-hmm.

  3           Q.     And then under Synopsis there's

  4   evaluations.

  5                  Do you see that?

  6           A.     Yes.

  7           Q.     And it says there's a diagnosis for

  8   kiddie schedule for affective disorders and

  9   schizophrenia - present and lifetime.

 10                  Do you see that?

 11           A.     Yes.

 12           Q.     Was that like a diagnosis was required

 13   to have a major depression disorder for a child in

 14   order to be in this trial?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  I have to look at the -- I

 17           mean, there was a study in depressed children.

 18           What the exact diagnosis required?  I believe

 19           it was major depressive disorder.

 20   BY MR. BAUM:

 21           Q.     Yeah, if you look up at the objective on

 22   that same page, right up here, "The objective of this

 23   study is to evaluate the safety and efficacy of

 24   citalopram in children and adolescent outpatients (7-11
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  1   and 12-17 years of age, respectively), diagnosed with

  2   major depressive disorder."

  3                  Do you see that?

  4           A.     Yes.

  5           Q.     All right.  So does that refresh your

  6   recollection that this was addressing children with --

  7   and adolescents with major depressive disorder?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Yes.

 10   BY MR. BAUM:

 11           Q.     Okay.  And that the primary efficacy

 12   measure was going to be the Children's Depression

 13   Rating Scale - Revised.

 14                  Do you see that?

 15           A.     Yes.

 16           Q.     And that there were some secondary

 17   efficacy measures, the Clinical Global Impression (CGI)

 18   - Severity and Improvement subscales.

 19                  Do you see that?

 20           A.     Yes.

 21           Q.     And the K-SADS-P (depression module).

 22                  Do you see that?

 23           A.     Mm-hmm.

 24           Q.     And the Children's Global Assessment
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  1   Scale (CGAS).

  2                  Do you see that?

  3           A.     Yes.

  4           Q.     Were those all secondary efficacy

  5   measures for CIT-MD-18?

  6           A.     That appears to be the case.

  7           Q.     Did you have any involvement with

  8   choosing which ones were going to be used?

  9           A.     Yes.

 10           Q.     What was your involvement?

 11           A.     It was a very -- it was a very active

 12   area, and there were a lot of considerations that went

 13   into selecting the efficacy measures.  I don't recall

 14   exactly, but there were the optimal efficacy measure --

 15   as I recollect, the optimal measure to use in these

 16   studies had not been established.  I think the CDRS was

 17   relatively new, but it was -- it appeared to be

 18   emerging as the optimal measure to use in such trials.

 19           Q.     What was the purpose of having secondary

 20   outcome measures?

 21           A.     Part of it was historical.  Certainly in

 22   the case of the K-SADS, which had been -- the K-SADS

 23   and I believe also the CGAS had been -- I think they

 24   might have been -- very likely were used in the
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  1   Lundbeck trial, maybe as the primaries.  So since the

  2   CDRS was relatively new, my impression is, as best I

  3   recollect is that the K-SADS and the CGAS, even though

  4   they were being -- had been deemed as to be less useful

  5   measures, might have been kept in there for the sake of

  6   continuity.

  7           Q.     Were the primary and secondary efficacy

  8   evaluations the protocol specified outcome measures by

  9   which the study drug citalopram was determined to be

 10   successful or unsuccessful compared with placebo?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  What are you asking?

 13   BY MR. BAUM:

 14           Q.     Were these primary and secondary

 15   efficacy evaluations the protocol specified outcome

 16   measures by which the study drug citalopram was

 17   determined to be successful or unsuccessful compared

 18   with placebo in CIT-MD-18?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I would say yes.

 21   BY MR. BAUM:

 22           Q.     Can you explain how efficacy of the

 23   study drug versus placebo is demonstrated by an outcome

 24   measure?
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  1           A.     How is efficacy demonstrated relative to

  2   placebo?

  3           Q.     Yes.

  4                  MR. ROBERTS:  Objection.  Are you asking

  5           generally or specific to the study?

  6                  MR. BAUM:  Okay.  You're going to have

  7           to stop coaching.  I asked my question, and

  8           he's thinking about answering.

  9                  MR. ROBERTS:  I'm just trying to get a

 10           clear record.

 11                  MR. WISNER:  He didn't express any

 12           confusion.

 13                  THE WITNESS:  Could you repeat the

 14           question.

 15   BY MR. BAUM:

 16           Q.     Can you explain how efficacy of a study

 17   drug versus placebo is demonstrated by an outcome

 18   measure?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Usually, basically, an

 21           outcome assessment is made at baseline and at

 22           the end of the study and to look -- and the

 23           change from baseline in the active group is

 24           compared to the change from baseline in the
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  1           placebo group.

  2   BY MR. BAUM:

  3           Q.     And what determines whether or not it

  4   was successfully demonstrated?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Whether the difference was

  7           successfully demonstrated is based on

  8           statistical analysis.

  9   BY MR. BAUM:

 10           Q.     And the statistical analysis involves

 11   whether or not the difference is statistically

 12   significant?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yes.

 15   BY MR. BAUM:

 16           Q.     And that involves a P-value?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Ultimately, yes.

 19   BY MR. BAUM:

 20           Q.     And is there a prespecified P-value that

 21   was arrived at with respect to MD-18?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  Not that I know of, but

 24           that seems likely.
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  1   BY MR. BAUM:

  2           Q.     Do you recall what the P-value normally

  3   was used for determining significance?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Well, classically, the

  6           nominal P-value is .05.

  7   BY MR. BAUM:

  8           Q.     And needs to -- the difference needs to

  9   be less than .05?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Sometimes less than,

 12           sometimes less than or equal.

 13   BY MR. BAUM:

 14           Q.     Okay.  If you take a look at Page 318

 15   under subheading "6. Study Design and Duration," it

 16   says here, "A total of 160 patients will be randomized

 17   to double-blind treatment."

 18                  Do you see that at the bottom -- the

 19   last sentence under the first paragraph under

 20   subheading 6?

 21           A.     Yes.

 22           Q.     Was 160 the number needed to power the

 23   study?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  It's likely that a power

  2           analysis was conducted.

  3   BY MR. BAUM:

  4           Q.     Do you think that the 160 was the number

  5   they arrived at?

  6                  MR. ROBERTS:  Objection.

  7   BY MR. BAUM:

  8           Q.     In order to get a statistical

  9   significant number or outcome --

 10           A.     I would have to assume.

 11           Q.     Okay.  Do you recall whether MD-18 was

 12   powered to detect differences in the efficacy of

 13   citalopram between children and adolescents?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No, I assume so.

 16   BY MR. BAUM:

 17           Q.     Do you recall whether it was powered to

 18   detect the efficacy of citalopram with children alone

 19   or with children and adolescents as a group?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  I don't know.

 22   BY MR. BAUM:

 23           Q.     What is the difference between a primary

 24   and a secondary efficacy measure?
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  1           A.     I think there could be a lot of

  2   differences depending upon the context.  I would say

  3   the primary efficacy measure is the one designated as

  4   the -- as the measure that would be used to determine

  5   whether the outcome of the study was positive.  The

  6   secondary efficacy measures provide supportive

  7   information.

  8           Q.     Let's take a look at Page 326 under

  9   Study Drug, Paragraph "9.1 Study Medication."

 10                  Do you see that?

 11           A.     Yes.

 12           Q.     It says citalopram (20 mg) and placebo

 13   medication will be supplied by Forest Laboratories as

 14   film-coated, white tablets of identical appearance.

 15   For the single-blind lead-in period, patients will be

 16   supplied with placebo tablets only.  For the

 17   double-blind treatment period, identically appearing

 18   tablets will contain either 20 mg of citalopram or

 19   placebo.  Medication will be supplied in bottles

 20   containing either 10 tablets for the lead -- for the

 21   lead-in and for the -- excuse me.  Medication will be

 22   supplied in bottles containing either 10 tablets for

 23   the lead-in and the first four weeks of double-blind

 24   treatment or 40 tablets for remaining four weeks of the
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  1   treatment period.

  2                  Did I read that correctly?

  3           A.     Yes.

  4           Q.     Was this the protocol specified

  5   procedure followed -- to be followed for CIT-MD-18?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Apparently.

  8   BY MR. BAUM:

  9           Q.     Was it followed?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  I believe so.

 12   BY MR. BAUM:

 13           Q.     Let's take a look at Page 328 under "9.7

 14   Unblinding Procedures."

 15                  Do you see that?

 16           A.     Yes.

 17           Q.     What does it mean for a study to be

 18   unblinded?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  A study is unblinded at

 21           the end, when the code is broken and the

 22           treatment groups that the patients belong to

 23           are identified.

 24   BY MR. BAUM:
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  1           Q.     What does it mean for a patient to be

  2   unblinded?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  That's pretty difficult to

  5           say.  I can give an example.  If a patient

  6           were -- if a patient were receiving -- were

  7           told that they were receiving active medication

  8           or a patient were told that they were receiving

  9           placebo medication, then that patient would be

 10           unblinded.

 11   BY MR. BAUM:

 12           Q.     What about with respect to the

 13   investigators, if they were told what the patients were

 14   getting, would they be unblinded?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  If the investigator knew

 17           that what treatment the patient, an individual

 18           patient was receiving, then I think it would be

 19           appropriate to say that the investigator had

 20           been unblinded.

 21   BY MR. BAUM:

 22           Q.     Would you agree that a clinical trial is

 23   blinded if the participants are unaware on whether they

 24   are in the experimental or control arm of the study?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  That is part and parcel,

  3           that's part of unblinding of a study.

  4   BY MR. BAUM:

  5           Q.     And then blinding would also be extended

  6   to the investigator so that the patient observations

  7   are less likely to be biased by their awareness of the

  8   treatment the patient is receiving, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  The investigator should

 11           not know what treatment the patient is

 12           receiving.  That's part of the blinding.

 13   BY MR. BAUM:

 14           Q.     So would you agree that if a study does

 15   not follow the unblinding procedures, as specified in

 16   the study protocol, then the study cannot be considered

 17   a randomized, placebo-controlled trial?

 18                  MR. ROBERTS:  Objection,

 19           mischaracterizes testimony.

 20                  THE WITNESS:  Could you read that again.

 21   BY MR. BAUM:

 22           Q.     Would you agree that if a study does not

 23   follow the unblinding procedures, as specified in the

 24   study protocol, then the study could not be considered
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  1   a randomized, placebo-controlled trial?

  2                  MR. ROBERTS:  Objection,

  3           mischaracterizes testimony.

  4                  THE WITNESS:  No, it would still be a

  5           randomized, placebo-controlled trial.  It might

  6           undermine the validity of the study.

  7   BY MR. BAUM:

  8           Q.     If you include data from patients who

  9   were unblinded in an analysis of efficacy in a clinical

 10   trial, does that not corrupt the integrity of the

 11   clinical trial results?

 12                  MR. ROBERTS:  Objection, calls for

 13           speculation.

 14                  THE WITNESS:  Inclusion of an unblinded

 15           patient?

 16   BY MR. BAUM:

 17           Q.     Right.

 18           A.     Could undermine the validity of the

 19   study results.

 20           Q.     And that would corrupt the integrity of

 21   the clinical trial results?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I'd say that was a pretty

 24           strong statement.
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  1   BY MR. BAUM:

  2           Q.     Is it true or not?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  No.

  5   BY MR. BAUM:

  6           Q.     It doesn't corrupt it?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  It undermines the

  9           validity.

 10   BY MR. BAUM:

 11           Q.     Okay.  So going down in that subsection,

 12   there's some italicized words it says, "Any patient for

 13   whom the blind has been broken will immediately be

 14   discontinued from the study and no further efficacy

 15   evaluations will be performed."

 16                  Do you see that?

 17           A.     Uh-huh.

 18           Q.     And that was the protocol unblinding

 19   procedure, correct?

 20                  MR. ROBERTS:  Objection,

 21           mischaracterizes the document.

 22                  THE WITNESS:  Yeah, it's a little

 23           confusing.  I mean, the language has been

 24           ambiguous because the paragraph above describes

�

00140

  1           a particular situation, and it's not clear

  2           whether it's referring -- whether the

  3           subsequent statement is referring exclusively

  4           to that particular situation or to any kind of

  5           unblinding.

  6   BY MR. BAUM:

  7           Q.     Do you think that any kind of unblinding

  8   would invalidate the results if those results were

  9   included in the efficacy analyses?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  It could undermine the

 12           validity of the results.

 13   BY MR. BAUM:

 14           Q.     So it's important to know whether or not

 15   you've got some unblinded patients or investigators,

 16   correct?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Yes.

 19   BY MR. BAUM:

 20           Q.     So if something were to happen that

 21   would cause the blind to be broken for any reason,

 22   Forest Laboratories would have to have been notified

 23   immediately, correct?

 24                  MR. ROBERTS:  Objection, calls for
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  1           speculation.

  2                  THE WITNESS:  Well, that's what the

  3           protocol says, and that would be appropriate.

  4   BY MR. BAUM:

  5           Q.     And you think it would be appropriate

  6   for any patient for whom the blind has been broken to

  7   be immediately discontinued from the study and no

  8   further efficacy evaluations performed on them?

  9                  MR. ROBERTS:  Objection,

 10           mischaracterizes the document.

 11                  THE WITNESS:  As I said, I mean, that's

 12           what the -- that's what the protocol reads.

 13   BY MR. BAUM:

 14           Q.     Okay.  If a patient were unblinded

 15   during the course of a clinical trial, would you

 16   consider that to be a minor or a major protocol

 17   violation?

 18                  MR. ROBERTS:  Objection, calls for

 19           speculation.

 20                  THE WITNESS:  If one patient were

 21           unblinded or -- I mean, is it a protocol

 22           violation?

 23   BY MR. BAUM:

 24           Q.     Yes.
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  1           A.     Yes, it's a protocol violation.

  2           Q.     If there was enough patients unblinded

  3   to affect the P-value, would that be a major or a minor

  4   protocol violation?

  5                  MR. ROBERTS:  Objection, calls for

  6           speculation.

  7                  THE WITNESS:  Can you repeat the

  8           question.

  9   BY MR. BAUM:

 10           Q.     If there were enough patients unblinded

 11   to affect whether or not the P-value was significant or

 12   insignificant, would that be a major or a minor

 13   protocol violation?

 14                  MR. ROBERTS:  Objection, calls for

 15           speculation.

 16                  THE WITNESS:  Yeah, I don't know that --

 17           it sounds as if you're making a direct

 18           connection between the P-value and the

 19           unblinding.  I don't know if I can answer that.

 20   BY MR. BAUM:

 21           Q.     Well, if there are enough patients

 22   unblinded to affect the P-value, would that be a major

 23   or a minor protocol violation?

 24                  MR. ROBERTS:  Objection, calls for
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  1           speculation.

  2                  THE WITNESS:  Well, how do you know if

  3           the unblinding of the patient affects the

  4           P-value?

  5   BY MR. BAUM:

  6           Q.     I'm asking you to answer my question.

  7   Can you answer my question?

  8           A.     Okay.  What's the question?

  9                  MR. ROBERTS:  Objection.

 10   BY MR. BAUM:

 11           Q.     If there were enough patients unblinded

 12   to affect the P-value, would that be a major or a minor

 13   protocol violation?

 14                  MR. ROBERTS:  Objection, calls for

 15           speculation.

 16                  THE WITNESS:  The unblinding -- the

 17           unblinding of a patient is a protocol

 18           violation.  Now, whether the -- in terms of the

 19           number of patients who are unblinded and how

 20           that relates to the magnitude of the protocol

 21           violation, I can't really answer that.

 22   BY MR. BAUM:

 23           Q.     If it affected the P-value?

 24           A.     If all the patients in the study--
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  -- were unblinded, it

  3           would not be a double-blind study.

  4   BY MR. BAUM:

  5           Q.     Okay.  Would the patient --

  6           A.     Or it would be an invalid double-blind

  7   study.

  8           Q.     Okay.  Were any of the patients in study

  9   MD-18 unblinded?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Well, based on material I

 12           saw yesterday?

 13   BY MR. BAUM:

 14           Q.     Yes.

 15           A.     I saw material yesterday indicating that

 16   there was potentially unblinding information.

 17           Q.     Do you recall addressing CIT-MD-18

 18   patients being unblinded at the time you were working

 19   at Forest?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  No.

 22   BY MR. BAUM:

 23           Q.     You have no recollection of it?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  No.

  2   BY MR. BAUM:

  3           Q.     So you don't have any recollection of

  4   any of the documents you were involved with authoring

  5   regarding that?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Based on documents I saw

  8           yesterday?

  9   BY MR. BAUM:

 10           Q.     Well, did those documents refresh your

 11   recollection that you were involved with dealing with

 12   the unblinding problem --

 13                  MR. ROBERTS:  Objection.

 14   BY MR. BAUM:

 15           Q.     -- with CIT-MD-18 patients?

 16           A.     I didn't recall that there was an

 17   unblinding issue with MD-18.

 18           Q.     Did reviewing documents refresh your

 19   recollection there was one?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  I don't know.  They were

 22           -- they weren't inconsistent with my

 23           recollection, but they didn't -- none of

 24           those -- there was -- it was new to me.  I
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  1           mean, it was believable with the documents I

  2           saw, but did I recall the incident?  No.

  3   BY MR. BAUM:

  4           Q.     Okay.  Do you recall that Forest

  5   Laboratories was notified of any unblinding in

  6   CIT-MD-18?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  No.

  9   BY MR. BAUM:

 10           Q.     Do you have any reason to doubt that

 11   Forest was notified that there was some unblindings

 12   that occurred with respect to some of the patients in

 13   the CIT-MD-18?

 14                  MR. ROBERTS:  Objection, lacks

 15           foundation.

 16                  THE WITNESS:  There was a problem with

 17           the packaging.

 18   BY MR. BAUM:

 19           Q.     When did you find out about it?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Yesterday.

 22   BY MR. BAUM:

 23           Q.     That's the first time you found out

 24   about it?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I would have to speculate

  3           to tell you when I first found out about it.

  4   BY MR. BAUM:

  5           Q.     Approximately when did you first find

  6   out about it?

  7                  MR. ROBERTS:  Objection, calls for

  8           speculation.

  9                  THE WITNESS:  As I said, I don't recall

 10           ever finding out about it.  I've seen documents

 11           that indicate that I did.

 12   BY MR. BAUM:

 13           Q.     All right.  Let's go to Page 331.  Under

 14   heading "12.7 Sample Size Considerations."

 15                  Do you see that?

 16           A.     No.  Okay.

 17           Q.     And there it says, "The primary efficacy

 18   variable is the change from baseline in CDRS-R score at

 19   Week 8."

 20                  Do you see that?

 21           A.     Yes.

 22           Q.     Is that -- and we discussed that a few

 23   minutes ago, correct?

 24                  MR. ROBERTS:  Objection.
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  1   BY MR. BAUM:

  2           Q.     The CDRS is the primary efficacy

  3   variable?

  4           A.     Yes.

  5           Q.     And that it's the measure at the end at

  6   Week 8, correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Did we discuss that

  9           previously?

 10   BY MR. BAUM:

 11           Q.     Well, you mentioned that it was --

 12   that -- yes, we did discuss that previously.

 13                  Do you recall discussing that?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  We talked about the change

 16           from baseline.  I don't recall talking about

 17           Week 8.

 18   BY MR. BAUM:

 19           Q.     So Week 8 is the endpoint, correct?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Week 8 is the last visit

 22           of the study.

 23   BY MR. BAUM:

 24           Q.     So "the primary efficacy variable is the

�

00149

  1   change from baseline CDRS-R score at Week 8," correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  According to the protocol,

  4           according to this part of the protocol.

  5   BY MR. BAUM:

  6           Q.     Okay.  Is there something else you refer

  7   to that would make it be a different point of the

  8   study?

  9           A.     Just that it's -- that when they say at

 10   Week 8, it's -- there are different -- the analyses --

 11   there are different types of analyses.

 12           Q.     But they would not be the primary

 13   outcome measure, correct?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Based on what I saw

 16           yesterday, the primary outcome measure was the

 17           last observation carried forward analysis, so

 18           that's not necessarily at Week 8.

 19   BY MR. BAUM:

 20           Q.     So some of the results might have been

 21   from patients who dropped out of the study prior to

 22   Week 8?

 23           A.     Yes.

 24           Q.     And their scores would be carried
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  1   forward to Week 8?

  2           A.     Yes.

  3           Q.     And compiled with the other patients'

  4   results that completed the trial at Week 8, correct?

  5           A.     Yes.

  6           Q.     And the primary efficacy measure would

  7   be the results of all of the patients, including the

  8   LOCF patients at Week 8, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  If you're talking about an

 11           LOCF analysis.

 12   BY MR. BAUM:

 13           Q.     Okay.  So let's go back to the prior

 14   page under Section 12.5.1, just flip it back to Page

 15   18.  It says "Primary Efficacy Parameters."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And it says, "Change from baseline

 19   CDRS-R score at Week 8 will be used as the primary

 20   efficacy parameter."

 21                  Do you see that?

 22           A.     Yes.

 23           Q.     And the it says, "descriptive statistics

 24   will be calculated by visit."
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  1                  Is that what you were referring to?

  2           A.     No.  Regarding last observation carried

  3   forward?

  4           Q.     Regarding statistics for prior -- for

  5   visits prior to Week 8.

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  No, that's not what I was

  8           referring to.

  9   BY MR. BAUM:

 10           Q.     Oh, okay.  All right.  So but what I was

 11   referring to is that the measure of the primary

 12   efficacy parameter was the change from baseline on CDRS

 13   between the change from baseline to Week 8, correct?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  That's what it says here.

 16   BY MR. BAUM:

 17           Q.     Do you disagree with that?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  Well, as I said, based on

 20           what I saw yesterday, it would appear to be at

 21           last observation carried forward analysis,

 22           which is not every -- you know, it's a

 23           shorthand, I would say.  I would describe this

 24           as a shorthand for what I -- what apparently

�

00152

  1           was the primary efficacy analysis.

  2   BY MR. BAUM:

  3           Q.     If you look up to the paragraph just

  4   above under Efficacy Analyses, it says, primary

  5   analyses will be performed using the Last Observation

  6   Carried Forward approach.  In these analyses, the last

  7   observed value before the missing value will be carried

  8   forward to impute the missing value?

  9           A.     Yeah.

 10           Q.     You see that?

 11           A.     Yeah.

 12           Q.     And then, "If the missing value occurs

 13   at Week 1, the baseline value will be carried forward

 14   to Week 1 provided at least one subsequent post

 15   baseline assessment is available."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And then the next line says, the

 19   observed cases approach will be used for supportive

 20   analyses, where only observed values will be used for

 21   analyses.

 22                  Do you see that?

 23           A.     Yes.

 24           Q.     So that's going to be -- the observed
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  1   cases will be the group of patients who actually finish

  2   the study, and it would be an analysis of their results

  3   at Week 8 when they finish the study, correct?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Or at least when they

  6           appeared at Week 8, yes.

  7   BY MR. BAUM:

  8           Q.     And the last observation carried forward

  9   analysis would include both the observed cases results

 10   at Week 8 and the patients' results that occurred prior

 11   to that carried forward to Week 8 for an analysis at

 12   Week 8, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yes, that would be my

 15           understanding of the LOCF approach.

 16   BY MR. BAUM:

 17           Q.     Okay.  So turning back to section 12.7

 18   on Page 19 it says here, "The primary efficacy variable

 19   is the change from baseline in CDRS-R score at Week 8."

 20                  Do you see that?

 21           A.     Yes.

 22           Q.     Do you agree with that?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  My understanding of the
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  1           protocol is that it's that variable using the

  2           LOCF analysis, yes.

  3   BY MR. BAUM:

  4           Q.     Okay.  And then "Assuming an effect size

  5   (treatment group difference relative to pooled standard

  6   deviation) of 0.5, a sample size of 80 patients in each

  7   treatment group will provide at least 85% power at an

  8   alpha level of 0.05 (two-sided)."

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     Do you know what that means?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  I don't have a clear

 14           understanding of power analyses.

 15   BY MR. BAUM:

 16           Q.     Do you have a general concept of what

 17   that means?

 18                  MR. ROBERTS:  Objection.

 19   BY MR. BAUM:

 20           Q.     Does it mean that it needed 160 patients

 21   essentially to power the study to arrive at .05

 22   two-sided P-value?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Yeah, I mean, my
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  1           understanding of how power analyses results get

  2           presented is that this would mean that,

  3           assuming that there is a significant difference

  4           between the treatment groups, the analyses

  5           expects that there would be an 85% chance that

  6           that difference would be demonstrated at the

  7           .05 level.

  8   BY MR. BAUM:

  9           Q.     With 160 patients?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Given that end, yeah.

 12   BY MR. BAUM:

 13           Q.     Is that correct?

 14                  MR. ROBERTS:  Objection.

 15   BY MR. BAUM:

 16           Q.     So as long as MD-18 had 160 patients'

 17   results in the equations, that was enough to power

 18   statistically significant results?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  160 patients were -- was

 21           what was deemed needed to meet this level of

 22           power.

 23   BY MR. BAUM:

 24           Q.     And you didn't need more than 160 to
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  1   power the study for statistical significant purposes,

  2   right?

  3                  MR. ROBERTS:  Objection, calls for

  4           speculation.

  5                  THE WITNESS:  Yeah, I don't think -- you

  6           know, I don't think the power analyses are that

  7           firm.  I don't know to what extent 85% is the

  8           level that's -- that's accepted.

  9   BY MR. BAUM:

 10           Q.     Well, here the protocol is specifying

 11   160 patients, correct?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yes.

 14   BY MR. BAUM:

 15           Q.     And per this section of the protocol,

 16   Week 8 was the endpoint for efficacy, correct?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Yes.

 19   BY MR. BAUM:

 20           Q.     And measurements at Weeks 1, 2, 4 or 6

 21   would not be considered efficacy endpoints for study

 22   MD-18, right?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Endpoints is a word that's
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  1           used pretty loosely.

  2   BY MR. BAUM:

  3           Q.     What was the endpoint week for Study 18?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Endpoint week was Week 8.

  6   BY MR. BAUM:

  7           Q.     Okay.  And it would be inconsistent with

  8   the protocol to suggest that positive results at weeks

  9   earlier than Week 8 indicated a positive trial outcome

 10   for MD-18, right?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     So you could measure the outcome

 15   differently than what the protocol says?

 16                  MR. ROBERTS:  Objection,

 17           mischaracterizes testimony.

 18                  THE WITNESS:  Excuse me, no.  You need

 19           to abide by the protocol to measure your

 20           outcome.

 21   BY MR. BAUM:

 22           Q.     So attempting to measure the outcome by

 23   results at Weeks 1, 2, 4 or 6 would be inconsistent

 24   with the protocol, correct?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  Not at all.  I mean, if

  3           you've got an effect at week 1, that's great.

  4   BY MR. BAUM:

  5           Q.     All right.  Well, is that the

  6   prespecified endpoint?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Primary endpoint.

  9   BY MR. BAUM:

 10           Q.     Yeah, the primary endpoint?

 11           A.     No, those --

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Those visits are not

 14           primary.

 15   BY MR. BAUM:

 16           Q.     Okay.  That's what I'm trying to get at

 17   is that the outcome of the trial is measured by the

 18   primary endpoint, correct?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  The trial has a primary

 21           endpoint.

 22   BY MR. BAUM:

 23           Q.     And the outcome of whether it's positive

 24   or negative is determined by the primary efficacy
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  1   measure, correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Nominally.

  4   BY MR. BAUM:

  5           Q.     What do you mean by "nominally"?

  6           A.     I think in the assessment of the study,

  7   all the results are considered.

  8           Q.     So you look at all of the results?

  9           A.     Yeah.

 10           Q.     But the primary result is one that

 11   determines whether or not the FDA will accept it as a

 12   positive or a negative outcome, correct?

 13                  MR. ROBERTS:  Objection, lack of

 14           foundation.

 15                  THE WITNESS:  You know, I can't offhand

 16           think of specific examples, but I don't know

 17           that their thinking is quite that rigid.

 18   BY MR. BAUM:

 19           Q.     So it doesn't matter what the primary

 20   efficacy outcome was; is that what you're saying?

 21                  MR. ROBERTS:  Objection,

 22           mischaracterizes his testimony.

 23   BY MR. BAUM:

 24           Q.     You can go pick whatever outcome you
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  1   like?

  2           A.     No.  The primary efficacy variable is

  3   important.

  4           Q.     Why is it important?

  5           A.     Because that's the predesignated main

  6   basis for reaching conclusions regarding the treatment

  7   effect.

  8           Q.     And for MD-18 that was at Week 8,

  9   correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  That was at Week 8 with

 12           last observation carried forward, yes.

 13   BY MR. BAUM:

 14           Q.     Thank you.  Omitting the Week 8 result

 15   while highlighting positive results from earlier weeks

 16   would be inconsistent with the protocol and misleading,

 17   wouldn't it?

 18                  MR. ROBERTS:  Objection, lacks

 19           foundation.

 20                  THE WITNESS:  Omitting Week 8 from the

 21           study?

 22   BY MR. BAUM:

 23           Q.     Omitting the Week 8 result while

 24   highlighting positive results from the earlier weeks
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  1   would be inconsistent with the protocol and misleading,

  2   right?

  3                  MR. ROBERTS:  Objection, lacks

  4           foundation, calls for speculation.

  5                  THE WITNESS:  Yeah, I'm not clear at all

  6           what you're saying.

  7   BY MR. BAUM:

  8           Q.     Well, if you highlighted the results

  9   that occurred at Weeks 1, 2, 4 and 6, without

 10   mentioning what happened at Week 8, you would be

 11   discussing results that were different than what the

 12   protocol called for as the primary endpoint for MD-18?

 13                  MR. ROBERTS:  I renew my objection.

 14                  THE WITNESS:  So now you're talking

 15           about the study report?

 16   BY MR. BAUM:

 17           Q.     Study report, the manuscript, posters,

 18   anything that's discussing and focusing on the Weeks 1,

 19   2, 4 and 6 as if they're indicative of whether the

 20   trial is positive or not would be inconsistent with the

 21   protocol saying that Week 8 is the point of where you

 22   make that determination, correct?

 23                  MR. ROBERTS:  Objection, lacks

 24           foundation, calls for speculation.
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  1                  THE WITNESS:  Well, are you saying the

  2           study report did not provide Week 8 results?

  3   BY MR. BAUM:

  4           Q.     I'm not saying that.

  5                  I'm saying that if a writing were to

  6   focus on the 1, 2 -- Weeks 1, 2, 4 and 6 results

  7   without stating what the Week 8 results, that would be

  8   misleading with respect to what the endpoint was of

  9   Week 8?

 10                  MR. ROBERTS:  Objection, calls for

 11           speculation.

 12                  THE WITNESS:  I would say it would be

 13           important to also provide the Week 8 results.

 14                  MR. BAUM:  Okay.  We have a tape thing

 15           we need to do?

 16                  THE VIDEOGRAPHER:  We have another ten

 17           minutes.

 18                  MR. BAUM:  Oh, okay.

 19                  MR. ROBERTS:  You want to keep going for

 20           another ten minutes.

 21                  MR. BAUM:  Yeah.

 22                  MR. ROBERTS:  Are you good to go for

 23           another ten minutes?

 24                  THE WITNESS:  Yeah.
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  1   BY MR. BAUM:

  2           Q.     Let's go to Page 329, Section "12.2

  3   Patient Populations."

  4                  Do you see that?

  5           A.     Yes.

  6           Q.     And 12.2.1 is "Randomized population,

  7   the randomized population will consist of all patients

  8   randomized into this study."

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     So that's a protocol defined

 12   randomization population, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Excuse me?

 15   BY MR. BAUM:

 16           Q.     It's a protocol defined definition for

 17   the randomized population for MD-18, correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  That appears to be the

 20           case, yeah.

 21   BY MR. BAUM:

 22           Q.     And then the next one down says "12.2.2

 23   Safety population, the safety population will consist

 24   of all randomized patients who receive at least one
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  1   dose of double-blind study medication."

  2                  Do you see that?

  3           A.     Yes.

  4           Q.     And next one down, 12.2.3,

  5   Intent-to-Treat population, the intent-to-treat

  6   population (ITT) -- the intent-to-treat (ITT)

  7   population will consist of all patients in the safety

  8   population who complete at least one post-baseline

  9   efficacy evaluation of the primary efficacy variable.

 10                  Do you see that?

 11           A.     Yes.

 12           Q.     That's the intent-to-treat population,

 13   right?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  That's the intent-to-treat

 16           population as defined here in the protocol,

 17           yeah.

 18   BY MR. BAUM:

 19           Q.     Okay.  And does the intent-to-treat

 20   population apply to a randomized blinded population for

 21   MD-18?

 22           A.     Yeah.

 23           Q.     And if the patients were unblinded at

 24   baseline before the first evaluation at Week 1, they
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  1   weren't valid members of the intent-to-treat

  2   population?

  3                  MR. ROBERTS:  Objection, calls for

  4           speculation.

  5                  THE WITNESS:  Wait.  If they did not

  6           receive a post-baseline efficacy assessment?

  7   BY MR. BAUM:

  8           Q.     If they were unblinded at baseline

  9   before the first evaluation at Week 1, they weren't

 10   valid members of the intent-to-treat population, were

 11   they?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Well, this doesn't say

 14           anything about blinding.

 15   BY MR. BAUM:

 16           Q.     Okay.  I'm asking you if patients were

 17   unblinded at baseline before their first evaluation,

 18   would they be considered valid members of the

 19   intent-to-treat population?

 20                  MR. ROBERTS:  Objection, calls for

 21           speculation.

 22                  THE WITNESS:  If they were unblinded,

 23           then their -- then their validity -- I would

 24           say they're definitely members of the ITT
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  1           population.  Their validity would be open to

  2           question.

  3   BY MR. BAUM:

  4           Q.     What do you mean by that?

  5           A.     Because they had a protocol violation.

  6           Q.     So the scientifically appropriate thing

  7   to do would be to exclude patients unblinded at

  8   baseline from the efficacy outcome measure, right?

  9                  MR. ROBERTS:  Objection.  He's not an

 10           expert.  Calls for speculation.

 11                  THE WITNESS:  Patient unblinded at

 12           baseline.

 13   BY MR. BAUM:

 14           Q.     Should not be included in efficacy

 15   measures for a double-blind, placebo-controlled trial?

 16                  MR. ROBERTS:  Objection, calls for

 17           speculation.

 18                  THE WITNESS:  If -- I would say that if

 19           you have patients who are unblinded, then it

 20           would be -- you would probably do analyses of

 21           both groups.

 22   BY MR. BAUM:

 23           Q.     And the analyses of both groups ought to

 24   be conveyed to physicians and scientists who are
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  1   evaluating the merits of a drug like Celexa?

  2                  MR. ROBERTS:  Objection, calls for

  3           speculation.

  4                  THE WITNESS:  I'd say if -- can you

  5           repeat the question?

  6   BY MR. BAUM:

  7           Q.     That you said that you should do both

  8   evaluations, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I'd say that would be one

 11           solution.

 12   BY MR. BAUM:

 13           Q.     The fact that you did both evaluations

 14   that you had an unblinding problem should be conveyed

 15   to physicians?

 16                  MR. ROBERTS:  Objection, assumes facts

 17           not in evidence.

 18                  THE WITNESS:  Well, you got a study and

 19           there's an unblinding problem, that's what

 20           your --

 21   BY MR. BAUM:

 22           Q.     Correct.

 23           A.     And so now the study is completed and

 24   analyses are conducted, what are you asking me?

�

00168

  1           Q.     Referring back to the answer you gave me

  2   a minute ago where you said that you thought -- I

  3   suggested that they should -- that the unblinded

  4   patients at baseline ought not to be included in an

  5   efficacy evaluation.

  6                  Do you remember that?

  7                  MR. ROBERTS:  Objection,

  8           mischaracterizes testimony.  You can answer.

  9                  THE WITNESS:  That's what you said.

 10   BY MR. BAUM:

 11           Q.     Yeah, do you recall my having asked you

 12   that?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yeah.

 15   BY MR. BAUM:

 16           Q.     And you responded that -- I suggested

 17   they should not be included at all, and you said, well,

 18   maybe what we ought to do is have an analysis done with

 19   the unblinded patients in and an analysis with the

 20   unblinded patients out.

 21                  Do you recall that?

 22           A.     Yeah.

 23                  MR. ROBERTS:  Objection,

 24           mischaracterizes testimony.

�

00169

  1   BY MR. BAUM:

  2           Q.     And what I then was asking is so both

  3   analyses ought to be conveyed to physicians and

  4   academics evaluating the merits of a study like that,

  5   correct?

  6                  MR. ROBERTS:  Objection, calls for

  7           speculation.

  8                  THE WITNESS:  It would be hard for me to

  9           speculate on that.

 10   BY MR. BAUM:

 11           Q.     Well, the conveying to physicians and

 12   academics only the result with the unblinded patients

 13   included would be misleading, wouldn't it?

 14                  MR. ROBERTS:  Objection, calls for

 15           speculation.

 16                  THE WITNESS:  Not necessarily.

 17   BY MR. BAUM:

 18           Q.     So it would be okay to do that?

 19                  MR. ROBERTS:  Objection, calls for

 20           speculation, mischaracterizes testimony.

 21                  THE WITNESS:  I mean, you're talking

 22           about a pretty complex speculative situation.

 23           You're talking about communications in some

 24           unknown forum.  I mean, it's pretty hard for me
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  1           to respond to what you're asking.  And you're

  2           talking about very detailed information about a

  3           study.

  4   BY MR. BAUM:

  5           Q.     Do you think it would be important for

  6   physicians and academics who are receiving a manuscript

  7   or a poster or a PowerPoint presentation regarding

  8   CIT-MD-18 for them to know that there were patients who

  9   had unblinding information at baseline?

 10                  MR. ROBERTS:  Objection, calls for

 11           speculation, lacks foundation.

 12                  THE WITNESS:  Could you repeat the

 13           question?

 14                  MR. BAUM:  Can you read the question

 15           back to him.

 16                  (The court reporter read back the record

 17           as requested.)

 18                  THE WITNESS:  I would say based on the

 19           documents that I received -- that I looked at

 20           yesterday, no.

 21   BY MR. BAUM:

 22           Q.     No need to convey that information to

 23   academics, physicians or parents who are considering

 24   having their child take a drug?
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  1                  MR. ROBERTS:  Objection, calls for

  2           speculation.

  3                  THE WITNESS:  I think that to include --

  4           include in communications to physician some

  5           information regarding every protocol violation

  6           in the study would be impractical.

  7   BY MR. BAUM:

  8           Q.     What about when it determines or affects

  9   whether or not the P-value is significant or not?

 10                  MR. ROBERTS:  Objection, calls for

 11           speculation, lacks foundation.

 12                  THE WITNESS:  Can you repeat the

 13           question.

 14   BY MR. BAUM:

 15           Q.     What if the violation results in the

 16   P-value change going from insignificant to significant,

 17   depending on whether you included the unblinded

 18   patients?

 19                  MR. ROBERTS:  Objection, calls for

 20           speculation, lacks foundation.

 21                  THE WITNESS:  Again, it would depend

 22           upon the overall extent of information.

 23   BY MR. BAUM:

 24           Q.     By your standards it would be okay to

�

00172

  1   omit that information?

  2                  MR. ROBERTS:  Objection,

  3           mischaracterizes witness' testimony.

  4                  THE WITNESS:  I mean, you're talking

  5           about a speculative situation with a lot of

  6           vague -- I mean, every study has many protocol

  7           violations.  There's no study that's done

  8           without protocol violations.  Those can't be

  9           communicated in a top line presentation of a

 10           study results.

 11                  MR. BAUM:  We're going to come right

 12           back to that, but we have to change the tape.

 13                  MR. ROBERTS:  Do you want to take a

 14           little break?

 15                  THE VIDEOGRAPHER:  We'll be going off

 16           the record at 10:55 a.m.  This marks the end of

 17           Media 2.

 18                  (Brief recess.)

 19                  THE VIDEOGRAPHER:  We are back on the

 20           record at 11:01 a.m.  This marks the beginning

 21           of Media 3.

 22                  Go ahead, counselor.

 23   BY MR. BAUM:

 24           Q.     All right.  So can you explain to the
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  1   jury what a study report is?

  2           A.     A study report is a writeup of the

  3   results of a study.

  4           Q.     Supposed to be presented to the FDA for

  5   evaluating clinical trial's results?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Study reports get

  8           submitted to the FDA and the FDA evaluates

  9           them, yes.

 10   BY MR. BAUM:

 11           Q.     They should be accurate?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yes.

 14   BY MR. BAUM:

 15           Q.     Do you know who created the study report

 16   for MD-18?

 17           A.     No.

 18           Q.     Did you participate in creation of the

 19   study report for MD-18?

 20           A.     I've seen documents that indicate I did.

 21           Q.     Did you edit the study report for MD-18?

 22           A.     Did I?

 23           Q.     Edit the study report for MD-18?

 24           A.     Edit?
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  1           Q.     Yes.

  2           A.     Yeah, I provided comments.

  3           Q.     So I think I've already handed you

  4   Exhibit 10, can you pull that up again.

  5                  And Exhibit 10 has this e-mail that was

  6   sent to you on April 10th of 2002, and it has "find

  7   attached the final, sign-off copy of citalopram

  8   pediatric study 18."

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     Were you among the individuals who

 12   signed off for the accuracy of study MD-18?

 13                  MR. ROBERTS:  Objection.

 14   BY MR. BAUM:

 15           Q.     Study report?

 16           A.     Signed off for the accuracy?  I don't

 17   know if I'd would put it that way.

 18           Q.     How would you put it?

 19           A.     Well, if I signed the study report, then

 20   I approved it.

 21           Q.     Did you review the tables for the

 22   primary efficacy outcome data?

 23           A.     I have no recollection of doing so.

 24           Q.     Do you know whether or not you did?
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  1           A.     Do I know whether or not I did?  I must

  2   have.

  3           Q.     Was the CIT-MD-18 study report submitted

  4   to the FDA?

  5           A.     Yes.

  6           Q.     Did you decide which tables would be the

  7   main -- would be in the main text of the study report

  8   and which would be in the appendix?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I don't know.

 11   BY MR. BAUM:

 12           Q.     Do you know who did?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  No.

 15   BY MR. BAUM:

 16           Q.     Do you know whose responsibility it was?

 17           A.     No.

 18           Q.     Did you review the appendices for Study

 19   18's study report?

 20           A.     I don't know.

 21                  MR. BAUM:  Let's go to Exhibit 11.

 22                  (Document marked for identification as

 23           Flicker Deposition Exhibit No. 11.)

 24                  MR. WISNER:  Can we go off the record.
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  1                  THE VIDEOGRAPHER:  We will be going off

  2           the record at 11:05 a.m.  This marks the end of

  3           Media 3.

  4                  (Pause.)

  5                  THE VIDEOGRAPHER:  We are going back on

  6           the record at 11:08 a.m.  This marks the

  7           beginning of Media 4.

  8                  Go ahead, counselor.

  9   BY MR. BAUM:

 10           Q.     Okay.  So I've handed you what we've

 11   marked as Exhibit 11.  Yes, no?

 12                  MR. ROBERTS:  I don't think so.

 13                  MR. BAUM:  Oh, here it is.

 14                  MR. ROBERTS:  Now we have.

 15   BY MR. BAUM:

 16           Q.     Which is the study report for MD-18, and

 17   if you look at the middle of the page it says "Report

 18   Date:  April 8, 2002."

 19                  Do you see that?

 20           A.     Yes.

 21                  MR. ROBERTS:  Let the record reflect

 22           that it's excerpted pages from the study

 23           report.

 24   BY MR. BAUM:
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  1           Q.     And since this document is actually

  2   2,135 pages long, only certain parts have been selected

  3   here as the exhibit.

  4                  Have you seen sections of the

  5   protocol -- I mean of the study report for MD-18

  6   before?

  7           A.     I'm sure I have.

  8           Q.     Have you seen it in the last few days to

  9   refresh your recollection?

 10           A.     Yes.

 11           Q.     Okay.  So I want to take you through

 12   specific sections of it.

 13                  Do you see that the initiation date on

 14   the cover page here says January 31, 2000.

 15                  Do you see that?

 16           A.     Mm-hmm.

 17           Q.     What is that date?

 18                  MR. ROBERTS:  Just so we have on the

 19           record, what's the difference between Exhibits

 20           10 and 11 that are both study reports?

 21                  MR. BAUM:  They're the same.

 22                  MR. ROBERTS:  Okay.  Just different

 23           excerpts?

 24                  MR. BAUM:   Well, yeah, and one had an
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  1           e-mail attached to it.  It was about the

  2           sign-off sheet issue.

  3                  MR. ROBERTS:  Okay.

  4                  MR. BAUM:  All right.  So this one is

  5           focused in on the study report itself?

  6                  MR. ROBERTS:  Okay.

  7   BY MR. BAUM:

  8           Q.     So what is the initiation date,

  9   January 31, 2000; what is that?

 10           A.     Probably first patient entered the

 11   study.  I don't know what the different definition is

 12   of that, but basically first patient entered the study,

 13   I believe.

 14           Q.     So prior to that, there was a protocol

 15   and there was efficacy measures were determined and how

 16   the pills are going to be delivered and what the

 17   lead-in period -- how long it's going to be and what

 18   patient is going to take during the lead-in period and

 19   what tests are going to be done per the protocol,

 20   that's all set up.  And then at some point around

 21   January 31, 2000, the patient shows up and does what's

 22   in the protocol?

 23                  MR. ROBERTS:  Objection.

 24   BY MR. BAUM:
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  1           Q.     Is that generally correct?

  2           A.     That would be very close to my overall

  3   understanding of what the initiation date means.

  4           Q.     Okay.  And then the completion date is

  5   10 April 2001.

  6                  Do you see that?

  7           A.     Yes.

  8           Q.     What is that?

  9           A.     That would approximately be the last day

 10   that a patient completed the study.

 11           Q.     Okay.  And relative to MD-18 with

 12   respect to statistical significance, a P-value its used

 13   to determine the presence or absence of statistical

 14   significance, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  A P-value is derived from

 17           the statistical analysis, yes.

 18   BY MR. BAUM:

 19           Q.     And the P-value of less than .05 is the

 20   threshold for statistical significance, correct?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  P of .05, that's the usual

 23           nominal level for statistical significance.

 24   BY MR. BAUM:
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  1           Q.     Let's go to Page 69 under "Efficacy

  2   Evaluations" and go to the second paragraph under 10.1.

  3                  Do you see that?

  4           A.     Mm-hmm.

  5                  MR. ROBERTS:  It's the one that starts

  6           "At Week 8."

  7   BY MR. BAUM:

  8           Q.     Yeah.  So it says "At Week 8, the LOCF

  9   analysis comparing the mean change from baseline and

 10   CDRS-R in the citalopram and placebo groups

 11   demonstrated a statistically significant treatment

 12   effect in favor of citalopram (p=0.038; see Panel 11)."

 13                  Do you see that?

 14           A.     Yes.

 15           Q.     So according to this, the CDRS-R was a

 16   positive for efficacy, correct?

 17           A.     If by positive for efficacy you mean

 18   demonstrated a statistically significant treatment

 19   effect, yes.

 20           Q.     Because it had a P-value of less than

 21   .05, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  A P of .038.

 24   BY MR. BAUM:
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  1           Q.     And that's less than .05, correct?

  2           A.     Yes.

  3           Q.     And then if you go further down the

  4   page -- I want to go actually over to Page 70 and under

  5   panel -- in Panel 11, at the top there, do you see that

  6   the P-value on the right is .038.

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     And that's the change from baseline to

 10   Week 8 in the CDRS-R rating scale, correct?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Yes.

 13   BY MR. BAUM:

 14           Q.     And if you go further down this page to

 15   the paragraph that starts "Appendix."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And it says, "Appendix Table 6 presents

 19   the results from the LOCF analysis for the change from

 20   baseline to Week 8 excluding data from 9 patients for

 21   whom the study blind was potentially compromised (see

 22   Section 5.3.4)."

 23                  Do you see that?

 24           A.     Yes.
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  1           Q.     Did you write that sentence?

  2           A.     I don't know.

  3                  MR. ROBERTS:  Objection.

  4   BY MR. BAUM:

  5           Q.     Let's go to Page 244.

  6                  MS. KIEHN:  I didn't hear the answer.

  7                  THE WITNESS:  I don't know.

  8   BY MR. BAUM:

  9           Q.     Do you have any reason to doubt that you

 10   might have written it?

 11           A.     I don't doubt that I might have written

 12   it.

 13                  MR. ROBERTS:  Objection.

 14   BY MR. BAUM:

 15           Q.     Well, we'll come up on that, so let's go

 16   to Page 244 of this exhibit.

 17                  MR. ROBERTS:  It's towards the back,

 18           almost all the way in the back.

 19   BY MR. BAUM:

 20           Q.     And this is Appendix Table 6, do you see

 21   that at the top?

 22           A.     Mm-hmm, yes.

 23           Q.     And it says, "Change from Baseline

 24   CDRS-R after 8 weeks, ITT Sub-population - LOCF."
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  1                  Do you see that?

  2           A.     Yes.

  3           Q.     And then in a footnote at the bottom, it

  4   says, "Note:  Patients (105, 113, 114, 505, 506, 507,

  5   509, 513, 514) with drug dispensing error are

  6   excluded."

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     Did you draft that line?

 10           A.     I don't know.

 11           Q.     Do you think you might have?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  It's possible that I did.

 14   BY MR. BAUM:

 15           Q.     So these were the nine patients in

 16   CIT-MD-18 who were subject to a dispensing error,

 17   correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I don't know that.  I

 20           learned yesterday that there were nine such

 21           patients.

 22   BY MR. BAUM:

 23           Q.     Okay.  And this table is saying there's

 24   an analysis being done with those patients excluded,
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  1   correct?

  2           A.     That's my understanding.

  3           Q.     And if you look over to the next page.

  4                  MR. ROBERTS:  Page 946?

  5                  MR. BAUM:  Yes.

  6   BY MR. BAUM:

  7           Q.     And if you look at the -- over on the

  8   right, see that P-value of .052?

  9           A.     Yes.

 10           Q.     That's above .050, correct?  That was on

 11   both of them, sorry.

 12                  It's also on Page 244?  Both of these

 13   have that.

 14                  MR. ROBERTS:  The two pages are exactly

 15           the same?

 16                  MR. BAUM:  Yeah, yeah, they are the

 17           same.  I don't know what -- I don't know how

 18           that happened.  All right, so sorry about that.

 19   BY MR. BAUM:

 20           Q.     So referring back to Page 244, just to

 21   be clear, and relative to the -- this table that has,

 22   according to the note, the patients subject to the

 23   dispensing error excluded, the Week 8 result for the

 24   change from baseline of CDRS after 8 weeks had a
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  1   P-value of .052, correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Yes.

  4   BY MR. BAUM:

  5           Q.     And that's greater than .050, correct?

  6           A.     .052 is greater than .050.

  7           Q.     And that's not a statistically

  8   significant outcome, is it?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  It depends upon what

 11           criterion is being used.

 12   BY MR. BAUM:

 13           Q.     If the criterion prespecified in the

 14   study report was .050, less than .050 determines

 15   statistical significance, a result of .052 was not

 16   statistically significant, correct?

 17                  MR. ROBERTS:  Objection, calls for

 18           speculation.

 19                  THE WITNESS:  A P-value of .052 given a

 20           specified nominal level of significance less

 21           than .050 would not meet that criterion.

 22   BY MR. BAUM:

 23           Q.     So it was negative, not in favor of

 24   Celexa's efficacy, correct?
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  1                  MR. ROBERTS:  Objection,

  2           mischaracterizes testimony.

  3                  THE WITNESS:  I wouldn't call that

  4           negative, no.

  5   BY MR. BAUM:

  6           Q.     It's non-statistically significant

  7   P-value, correct?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  It fails to meet the

 10           criterion of statistical significance.

 11   BY MR. BAUM:

 12           Q.     So by excluding these nine patients, the

 13   P-value went from a statistically significant .038 to a

 14   statistically insignificant .052, right?

 15                  MR. ROBERTS:  Objection,

 16           mischaracterizes the document.

 17                  THE WITNESS:  Yeah, I don't think the

 18           statistically insignificant is a word that I

 19           would use.

 20   BY MR. BAUM:

 21           Q.     What would you use?

 22           A.     I would say based on the data we're

 23   looking at it, the P-value seems to have gone from .038

 24   to .052.
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  1           Q.     And that crossed the .050 requirement

  2   for statistical significance for CIT-MD-18, correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  The .038 was below the

  5           criterion for statistical significance, and the

  6           .052 was slightly above.

  7   BY MR. BAUM:

  8           Q.     Right.  So by excluding the nine

  9   patients, the P-value went from being below the .050

 10   criterion to being above the .050 criterion, correct?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Yeah.

 13   BY MR. BAUM:

 14           Q.     And that would be the difference between

 15   the CIT-MD-18 being considered a positive or a negative

 16   trial under its primary efficacy measure, correct?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  No.

 19   BY MR. BAUM:

 20           Q.     So the primary efficacy measure with

 21   these nine patients excluded was statistically

 22   significant; is that what you're saying?

 23                  MR. ROBERTS:  Objection,

 24           mischaracterizes testimony.
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  1                  THE WITNESS:  No.

  2   BY MR. BAUM:

  3           Q.     So it was not statistically significant?

  4                  MR. ROBERTS:  Objection,

  5           mischaracterizes testimony.

  6                  THE WITNESS:  Can you repeat the

  7           question.

  8   BY MR. BAUM:

  9           Q.     The primary outcome measure for

 10   CIT-MD-18 with the nine patients excluded was not

 11   statistically significant?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  The analysis with the nine

 14           patients excluded appears to not be above the

 15           criterion of .05.

 16   BY MR. BAUM:

 17           Q.     So that would be the difference between

 18   its being positive or negative under the primary

 19   efficacy measure, correct?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Between what being

 22           positive or negative?

 23   BY MR. BAUM:

 24           Q.     Including or excluding those nine
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  1   patients.

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Can you repeat the

  4           question?

  5   BY MR. BAUM:

  6           Q.     By excluding the nine patients who are

  7   subject to the dispensing error, the P-value went from

  8   .038 to .052, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  Yes.

 11   BY MR. BAUM:

 12           Q.     And that's crossing the barrier of the

 13   .050 barrier between what would be considered a

 14   positive result and a negative result per the protocol

 15   for the primary efficacy measure, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  I didn't see that in the

 18           protocol.  The protocol specified a statistical

 19           significance level of .05.

 20   BY MR. BAUM:

 21           Q.     That's correct.  So if the protocol

 22   specified .050 as the criterion for determining

 23   statistical significance and a positive result for the

 24   primary efficacy measure, going from .038 to .052
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  1   crossed that line from being positive outcome to

  2   negative outcome, correct?

  3                  MR. ROBERTS:  Objection,

  4           mischaracterizes testimony, asked and answered.

  5                  THE WITNESS:  I would regard that as a

  6           pretty vague and incomplete assessment of the

  7           study results.

  8   BY MR. BAUM:

  9           Q.     So .052 was statistically significant;

 10   is that what you're saying?

 11                  MR. ROBERTS:  Objection,

 12           mischaracterizes statement, asked and answered.

 13                  THE WITNESS:  .052 is above the criteria

 14           for statistical significance.

 15   BY MR. BAUM:

 16           Q.     So it was not statistically significant?

 17                  MR. ROBERTS:  Objection, asked and

 18           answered.

 19                  THE WITNESS:  It's above the criterion

 20           for statistical significance.

 21                  MR. BAUM:  I want my question answered,

 22           and you have to quit guiding him.

 23                  MR. ROBERTS:  I haven't been --

 24                  MR. BAUM:  You are guiding him.
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  1                  MR. ROBERTS:  I'm giving the --

  2                  MR. BAUM:  You need to knock it off.

  3                  MR. ROBERTS:  -- reason for my

  4           objection.

  5                  MR. BAUM:  Just knock it off.

  6                  MR. ROBERTS:  That is totally allowed

  7           under the rules.  You're not getting the answer

  8           that you want.  No reason to raise your voice.

  9                  MR. BAUM:  I want my --

 10                  MR. WISNER:  Respectfully, he has not

 11           answered the question.

 12                  MR. BAUM:  I want my --

 13                  MR. ROBERTS:  Respectfully, if Kristin

 14           can't talk, you can't talk.

 15                  MR. BAUM:  I want my question answered

 16           so --

 17                  MR. ROBERTS:  He has answered your

 18           question twice now.

 19                  MR. BAUM:  No, he's changed the question

 20           and answered a different question.

 21                  MR. ROBERTS:  You just don't like your

 22           answer.

 23                  MR. BAUM:  Okay.  I'm going to be adding

 24           extra time for your interfering.  Every time --
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  1                  MR. ROBERTS:  I talked like two minutes.

  2                  MR. BAUM:  Yes, for every interference,

  3           I am going to be adding time.

  4                  MR. ROBERTS:  You're wasting time.

  5                  MR. BAUM:  You are wasting time.

  6                  MR. ROBERTS:  Okay.

  7   BY MR. BAUM:

  8           Q.     So what I want is an answer to my

  9   question.

 10                  MR. ROBERTS:  For a third time.

 11                  MR. BAUM:  Read the question.

 12                  (The court reporter read back the record

 13           as requested.)

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  That's not enough

 16           information for me to --

 17   BY MR. BAUM:

 18           Q.     The .052 was not a statistically

 19   significant P-value, correct?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  .052 is the above the

 22           criterion for statistical significance.

 23   BY MR. BAUM:

 24           Q.     So you're answering a different question
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  1   to what I'm asking you.

  2                  I want to know is .052 a not

  3   statistically significant P-value?

  4                  MR. ROBERTS:  Objection, asked and

  5           answered, calls for speculation.

  6                  THE WITNESS:  I can't really answer that

  7           question.

  8   BY MR. BAUM:

  9           Q.     Why not?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Because I think the

 12           language is of questionable validity.

 13   BY MR. BAUM:

 14           Q.     So the P-value determination, per the

 15   protocol, is whether it's above or below .050, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  That was the -- actually,

 18           I don't even know that.  Is that in the

 19           protocol?  In the power analysis it mentions

 20           .05.

 21                  MR. BAUM:  Okay.  We're going to take a

 22           break.

 23                  THE VIDEOGRAPHER:  We will be going off

 24           the record at 11:25 a.m.  This marks the end of
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  1           Media 4.

  2                  (Pause.)

  3                  THE VIDEOGRAPHER:  We are back on the

  4           record at 11:27 a.m.  This marks the beginning

  5           of Media 5.

  6                  Go ahead, counsel.

  7   BY MR. BAUM:

  8           Q.     So we're going back to Exhibit 9, which

  9   is the protocol.  Take a look at Page 330.

 10                  MR. ROBERTS:  Hold on, let me get there.

 11   BY MR. BAUM:

 12           Q.     Under Section 12.5 Efficacy Analysis --

 13   Efficacy Analyses.

 14           A.     Yes.

 15           Q.     Okay.  It says, "All efficacy analyses

 16   will be based on the ITT population, i.e., patients who

 17   took at least one dose of study medication and had at

 18   least one post-baseline efficacy assessment of CDRS-R

 19   score.  All tests will be two-sided with 5%

 20   significance level for main effects."

 21                  Do you see that?

 22           A.     Yes.

 23           Q.     Does that indicate to you that the

 24   P-value needs to be above -- I mean below .05 for it to
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  1   be significant?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  This indicates to me that

  4           it would be less than or equal to .05.

  5   BY MR. BAUM:

  6           Q.     Okay.  So a P-value of .038 would be

  7   less than the 5% significance level, correct?

  8                  MR. ROBERTS:  Objection, asked and

  9           answered.

 10                  THE WITNESS:  Yes.

 11   BY MR. BAUM:

 12           Q.     And .052 would be above the significance

 13   level for the specified outcome, correct?

 14                  MR. ROBERTS:  Objection, asked and

 15           answered.

 16                  THE WITNESS:  Yes.

 17   BY MR. BAUM:

 18           Q.     So .052 would be a nonsignificant

 19   P-value, correct?

 20                  MR. ROBERTS:  Objection,

 21           mischaracterizes testimony, asked and answered.

 22                  THE WITNESS:  That's not what I would

 23           say.

 24   BY MR. BAUM:
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  1           Q.     What would you say?

  2           A.     I would say that it fails to achieve

  3   statistical significance, the statistical significance

  4   criterion of .05.

  5           Q.     And that's the difference between

  6   whether or not CIT-MD-18 was a positive study or a

  7   negative study, correct?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     Why not?

 12           A.     The overall positive or non-positive

 13   assessment of the study is based upon the overall

 14   assessment of the results from the study.

 15           Q.     So if all of the secondary outcome

 16   measures were negative and the observed cases was

 17   negative and the primary outcome measure is .05 --

 18   P-value is .052, it would be not a positive trial,

 19   correct?

 20                  MR. ROBERTS:  Objection, requires

 21           speculation.

 22                  THE WITNESS:  I mean, my understanding

 23           of the interactions with the FDA is that they

 24           are not so narrow minded.  The results from a
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  1           clinical trial need to be evaluated in the

  2           context of the study and in their overall

  3           picture of the results obtained and --

  4   BY MR. BAUM:

  5           Q.     So a .0 --

  6                  MS. KIEHN:  Let him finish his answer.

  7   BY MR. BAUM:

  8           Q.     You have more to say?

  9           A.     No, that's good.

 10           Q.     So a P-value of .052 or a P-value above

 11   .05 would not have a bearing on whether or not a study

 12   was considered positive or negative?

 13                  MR. ROBERTS:  Objection, asked and

 14           answered, mischaracterizes the witness'

 15           testimony.

 16                  THE WITNESS:  The P-value criterion is a

 17           important tool in the assessment of the study's

 18           outcome.

 19   BY MR. BAUM:

 20           Q.     And a P-value of above .050 would

 21   indicate that it was a statistically insignificant

 22   result and not positive for the drug, correct?

 23                  MR. ROBERTS:  Objection, asked and

 24           answered.
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  1                  THE WITNESS:  I wouldn't say that.

  2   BY MR. BAUM:

  3           Q.     So it's your testimony that a P-value

  4   above .050 suggests that the trial is positive for a

  5   drug; is that what you're saying?

  6                  MR. ROBERTS:  Objection,

  7           mischaracterizes testimony, asked and answered.

  8                  THE WITNESS:  I wouldn't say that.

  9                  MR. ROBERTS:  Now you can go.

 10                  THE WITNESS:  I wouldn't say that, no.

 11                  MR. BAUM:  Okay.

 12                  MR. ROBERTS:  Are we done with 9, or are

 13           we still on Exhibit 9?

 14                  MR. WISNER:  Why don't you just wait

 15           until he asks the next question.

 16                  MR. ROBERTS:  If Kristin can't talk, you

 17           can't talk.

 18                  MR. BAUM:  You're just adding time.

 19                  MR. ROBERTS:  So are you.

 20   BY MR. BAUM:

 21           Q.     Okay.  So the difference between a

 22   P-value of .038 with the nine patients included and the

 23   .052 P-value with the patients subject to the

 24   dispensing error not included would be a substantial
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  1   difference, correct?

  2                  MR. ROBERTS:  Objection, calls for

  3           speculation.

  4                  THE WITNESS:  Incorrect.

  5   BY MR. BAUM:

  6           Q.     Why?

  7           A.     It's a trivial difference, .014.

  8           Q.     And so the fact that it crosses the .05

  9   barrier is insignificant to you?

 10                  MR. ROBERTS:  Objection,

 11           mischaracterizes the witness' testimony.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     It is significant?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  It has an impact upon how

 17           the results are interpreted.

 18   BY MR. BAUM:

 19           Q.     So it's a substantial difference?

 20           A.     No.

 21                  MR. ROBERTS:  Objection.

 22   BY MR. BAUM:

 23           Q.     So if it has an impact, but it's --

 24   never mind.
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  1                  This -- I'm going to refer you back to

  2   this Appendix Table 6.

  3                  MR. ROBERTS:  Is that Exhibit 10?

  4                  MR. BAUM:  Yes.

  5                  MR. WISNER:  No, it's Exhibit 11.

  6                  MR. BAUM:  It's Exhibit 11, sorry.

  7                  MR. ROBERTS:  Okay, thank you.

  8   BY MR. BAUM:

  9           Q.      You see that the subpopulation is 166

 10   patients.  It's 81 in the placebo group and 85 in the

 11   citalopram group?

 12           A.     Okay.

 13           Q.     That's actually a difference of eight

 14   between the 174 that are included in the table used for

 15   the study reports Panels 11 and 12.

 16                  Do you know why there was only a

 17   difference of eight instead of nine?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  No.

 20   BY MR. BAUM:

 21           Q.     The 166 patients that were on this table

 22   are greater than the 160 patients needed to power

 23   CIT-MD-18, right?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  The study protocol called

  2           for 160 patients.

  3   BY MR. BAUM:

  4           Q.     And this is 166, so it's greater than

  5   that, correct?

  6           A.     166 is greater than 160.

  7           Q.     Okay.  So let's go back to Page 70 of

  8   the study report, and under Panel 12, it says, Appendix

  9   Table 6 presents the results from the LOCF analysis for

 10   the change from baseline to Week 8 excluding data from

 11   the 9 patients for whom the study blind was potentially

 12   compromised (see Section 5.3.4).  The results from the

 13   Week 8 LOCF analysis comparing the mean change from

 14   baseline in CDRS-R in the citalopram and placebo groups

 15   was not substantially affected by the exclusion of

 16   those patients. The LSM difference decreased from .46

 17   to .43 and the P-value increased from .038 to .052.

 18                  Do you see that?

 19           A.     Yes.

 20           Q.     Do you know who drafted that language?

 21           A.     I think I saw it yesterday.

 22           Q.     And who drafted that language?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  I think I did.
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  1   BY MR. BAUM:

  2           Q.     And here it says that "9 patients for

  3   whom the study blind was potentially compromised."

  4                  Do you see that?

  5           A.     Yes.

  6           Q.     Do you recall there being discussions at

  7   Forest about how to characterize the dispensing error

  8   that occurred during the conduct of study MD-18?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  No.

 11   BY MR. BAUM:

 12           Q.     Are you aware that the discussions did

 13   occur including you regarding how to characterize the

 14   dispensing error?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  How to characterize?  I

 17           mean, I saw documents regarding the dispensing

 18           error.

 19   BY MR. BAUM:

 20           Q.     Well, do you think it's an accurate

 21   characterization of CIT-MD-18 to say that the study

 22   blind was potentially compromised?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Yes.
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  1   BY MR. BAUM:

  2           Q.     You don't think it was actually

  3   compromised?

  4           A.     For certain patients.

  5           Q.     Do you think -- you don't think it was

  6   actually compromised for those certain patients?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Well, I don't know, but I

  9           think it seems to me -- well, I'm speculating.

 10           What's the question again?

 11   BY MR. BAUM:

 12           Q.     You don't think that the blind was

 13   unmistakenly violated for these nine patients?

 14           A.     No.

 15                  MR. ROBERTS:  Objection.

 16   BY MR. BAUM:

 17           Q.     You don't think that the blind was

 18   compromised for these nine patients?

 19                  MR. ROBERTS:  Objection.  He testified

 20           he doesn't recall the dispensing error.

 21                  THE WITNESS:  I think it was potentially

 22           compromised.  Seems to me perfectly possible

 23           that none of those nine patients had any hint

 24           whatsoever of what their treatment group was.
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  1   BY MR. BAUM:

  2           Q.     But the investigators knew, right?

  3                  MR. ROBERTS:  Objection,

  4           mischaracterizes testimony.  No foundation.

  5                  THE WITNESS:  I don't know.

  6   BY MR. BAUM:

  7           Q.     Were the investigators informed what

  8   patients had received the dispensing error tablets?

  9                  MR. ROBERTS:  Objection, lacks

 10           foundation.

 11                  THE WITNESS:  I did see a document that

 12           communicated to the investigators that there

 13           was a dispensing error.

 14   BY MR. BAUM:

 15           Q.     So they would have known which patients

 16   received the dispensing error tablets, correct?

 17                  MR. ROBERTS:  Objection,

 18           mischaracterizes testimony.

 19                  THE WITNESS:  That would require

 20           speculation.  The investigators would have to

 21           take further steps.

 22   BY MR. BAUM:

 23           Q.     Forest took steps to inform the

 24   investigators which patients received the dispensing
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  1   error tablets, correct?

  2                  MR. ROBERTS:  Objection,

  3           mischaracterizes the witness' testimony,

  4           requires speculation.

  5                  THE WITNESS:  What's the question?

  6   BY MR. BAUM:

  7           Q.     Forest communicated to the investigators

  8   which patients had received dispensing error tablets,

  9   correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  That I don't know.  I

 12           mean, any -- they identified which supplies.

 13           Based on what I saw, they identified which

 14           supplies were incorrectly packaged.

 15   BY MR. BAUM:

 16           Q.     Did they also identify which patients

 17   were provided the incorrect tablets?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I don't know.

 20   BY MR. BAUM:

 21           Q.     I just wanted to admonish you that I

 22   want you to tell me the truth.  I don't want you to

 23   tell me things based on what he's objecting.  I want

 24   you to tell me what you recall.
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  1                  MR. ROBERTS:  Objection.  He is telling

  2           the truth.

  3   BY MR. BAUM:

  4           Q.     And I want you to be able to tell me

  5   what you actually know, not what you are tipped off by

  6   the objections, but by what you actually recall.

  7                  MR. ROBERTS:  That's what your --

  8                  MS. KIEHN:  He testified he doesn't --

  9                  MR. ROBERTS:  The witness is

 10           testifying --

 11                  MS. KIEHN:  -- recall the unblinding.

 12                  MR. ROBERTS:  He testified he doesn't

 13           recall the unblinding.  The witness knows he's

 14           under oath, and the witness is telling the

 15           truth.

 16                  THE WITNESS:  I don't actually recall

 17           anything with the unblinding that you're

 18           talking about.  I'm basing anything I say based

 19           upon documents I saw yesterday.

 20   BY MR. BAUM:

 21           Q.     Okay.  So do you know who the target

 22   audience was for the CIT-MD-18 study report?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  FDA.
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  1   BY MR. BAUM:

  2           Q.     Did the FDA decide whether to approve

  3   Forest's request for a Lexapro pediatric major

  4   depressive disorder indication partially on the basis

  5   of the study report for CIT-MD-18?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  CIT-MD-18 was filed in

  8           support of the Lexapro -- of the Lexapro child

  9           and adolescent depression indication.

 10   BY MR. BAUM:

 11           Q.     If they accepted this characterization

 12   of the P-value shift from .038 to .052 not being

 13   substantial, they would have been misled, right?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No.

 16   BY MR. BAUM:

 17           Q.     Had an impact on the validity of the

 18   outcome, correct?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  What had an impact on the

 21           validity?

 22   BY MR. BAUM:

 23           Q.     The shift from P-value of .038 to .052.

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Does that shift have an

  2           impact upon the validity of the outcome of the

  3           study?

  4                  MR. BAUM:  Yes.

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  No.

  7   BY MR. BAUM:

  8           Q.     Why not?

  9           A.     It's trivial.

 10           Q.     So it's trivial because the difference

 11   between .038 and .052 is .014; is that what you're

 12   saying?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  I'd say that's part of the

 15           reason.

 16   BY MR. BAUM:

 17           Q.     And so it didn't matter whether it

 18   crossed the .050 barrier, correct?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I would say that needs to

 21           be taken into consideration.

 22   BY MR. BAUM:

 23           Q.     So it's a factor to take into

 24   consideration?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  Yes.

  3   BY MR. BAUM:

  4           Q.     And it is an important factor, isn't it?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  It's a factor.

  7   BY MR. BAUM:

  8           Q.     Let's go to Page 100, which is Table

  9   3.1.

 10                  So if you look at Table 3.1 it says the

 11   Primary Efficacy, Change from Baseline in CDRS-R, do

 12   you see that, after 8 Weeks.

 13           A.     Yes.

 14           Q.     If you add the patients up there, you'll

 15   see that there's 85 placebo and 89 citalopram patients,

 16   correct?

 17           A.     Yes.

 18           Q.     And that added up to 174, correct?

 19           A.     I agree.

 20           Q.     So this table included the patients who

 21   had the dispensing error, right?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I would assume so.

 24   BY MR. BAUM:
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  1           Q.     Do you know why this table was included

  2   as a primary efficacy outcome and not Appendix Table 6?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Because this is the ITT

  5           population.

  6   BY MR. BAUM:

  7           Q.     All right.  So there was a validity

  8   problem with some of those patients, though, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  The validity of those

 11           patients, those patients' blind was potentially

 12           compromised, yes.

 13   BY MR. BAUM:

 14           Q.     So why not just exclude those?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Well, that was the purpose

 17           of the other table.

 18   BY MR. BAUM:

 19           Q.     Well, the purpose could also be that

 20   that other table could have been the primary efficacy

 21   outcome, and this could have -- this Table 3.1 could

 22   have been in Appendix 6 as additional information,

 23   correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Well, the protocol

  2           specifies an ITT population, so excluding the

  3           patients, excluding those patients would not

  4           have been consistent with the analysis, the

  5           population group defined in the protocol, or

  6           you would have had to amend the protocol.

  7   BY MR. BAUM:

  8           Q.     Do amendments get done to correct

  9   mistakes?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  It's possible to amend a

 12           protocol, yes.

 13   BY MR. BAUM:

 14           Q.     To correct mistakes, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  For any reason, to add an

 17           efficacy measure or something.

 18   BY MR. BAUM:

 19           Q.     And do you think it should have been

 20   noted that the primary efficacy measure included these

 21   eight patients wherever this primary efficacy measure

 22   was disseminated?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  No.
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  1   BY MR. BAUM:

  2           Q.     Because it's not substantial --

  3                  MR. ROBERTS:  Objection.

  4   BY MR. BAUM:

  5           Q.     -- per you?

  6           A.     What's not substantial?

  7           Q.     To include eight patients whose outcomes

  8   were questionably valid?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I would agree that the

 11           difference in the results was not substantial,

 12           yes.

 13   BY MR. BAUM:

 14           Q.     Okay.  So that's kind of answering a

 15   different question than what I asked.  Shouldn't there

 16   be an asterisk of some form on Table 3.1 to indicate

 17   that it includes patients whose outcomes may have not

 18   been valid because they were unblinded at baseline?

 19                  MR. ROBERTS:  Objection, calls for

 20           speculation.

 21                  THE WITNESS:  Yeah, well, that's -- I

 22           don't know.

 23   BY MR. BAUM:

 24           Q.     That would have been a more valid
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  1   presentation, wouldn't it?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  The presence of a

  4           potential -- potentially unblinding protocol

  5           violation should be -- should be presented in

  6           the study report.  That it should be presented

  7           in this table seems pretty -- I don't know.

  8   BY MR. BAUM:

  9           Q.     Well, you wouldn't know by looking at

 10   this?

 11                  MR. ROBERTS:  Hold on.  He wasn't --

 12           were you done with your answer?

 13                  THE WITNESS:  I said enough, I'd say.

 14           No, I was saying that it should be attached to

 15           this table?  Not necessarily.

 16   BY MR. BAUM:

 17           Q.     But it could be, right?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I would think it would

 20           be -- I would think it would be more important

 21           to attach it to the table where you're

 22           excluding the patients.  This is a

 23           comprehensive table, the entire ITT population.

 24   BY MR. BAUM:
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  1           Q.     Yeah, but by looking at this, you don't

  2   know whether or not there's unblinded patients

  3   included, do you?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  This is the entire ITT

  6           population.

  7   BY MR. BAUM:

  8           Q.     Yeah.  So you don't know whether or not

  9   the unblinded patients are included by looking at this

 10   table, do you?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  By looking at this table,

 13           do I -- well, I guess I do based on the

 14           numbers.  Me, yes.

 15   BY MR. BAUM:

 16           Q.     Okay.  So in the MD-18 publication in

 17   the American Journal of Psychiatry where it reports

 18   this information from Table 3.1, is there any way of

 19   telling that eight or nine of those patients had been

 20   subject to a dispensing error?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  I don't know.  I haven't

 23           seen that paper.

 24   BY MR. BAUM:
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  1           Q.     You've never seen it?

  2                  MR. ROBERTS:  Objection.

  3           A.     I don't know.

  4   BY MR. BAUM:

  5           Q.     You weren't shown it yesterday?

  6                  MR. ROBERTS:  Objection.

  7                  MS. KIEHN:  Don't answer.

  8                  MR. BAUM:  You're instructing him not to

  9           answer whether or not he saw the MD-18

 10           manuscript published in the American Journal of

 11           Psychiatry?

 12                  MS. KIEHN:  Yesterday, yes.

 13                  MR. BAUM:  Really?

 14                  MS. KIEHN:  Mm-hmm, unless it refreshed

 15           his recollection about something.

 16                  MR. ROBERTS:  If it refreshed your

 17           recollection about a particular thing, you

 18           could answer, unless, no.

 19                  THE WITNESS:  What's the question?

 20   BY MR. BAUM:

 21           Q.     In the MD-18 manuscript published in the

 22   American Journal of Psychiatry, which reported the data

 23   from Table 3.1 as the primary efficacy measure, you

 24   weren't able to tell whether or not there were eight or
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  1   nine unblinded patients included in that data, correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Oh, no, I don't know that.

  4           How do I know that?

  5   BY MR. BAUM:

  6           Q.     By looking at the manuscript, did it

  7   have any reference to those eight or nine patients

  8   being excluded?

  9                  MS. KIEHN:  Show him the document.

 10                  THE WITNESS:  I don't know.

 11   BY MR. BAUM:

 12           Q.     Okay.  Do you think Table 3.1 is a valid

 13   representation of the intent-to-treat analysis, even

 14   though it included patients who had been subject to a

 15   dispensing error at baseline?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  Yes.

 18   BY MR. BAUM:

 19           Q.     They were unblinded at baseline before

 20   their first evaluation, why should they be included in

 21   the patient population at that point?

 22                  MR. ROBERTS:  Objection, testifying.

 23                  THE WITNESS:  I don't know that the

 24           patients can be identified as unblinded.  I'd
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  1           say the blind was potentially compromised.  The

  2           validity of the blind for those patients was

  3           open to question.

  4   BY MR. BAUM:

  5           Q.     For both the patients and the

  6   investigators, correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  At some point the

  9           investigators received potentially unblinding

 10           information.

 11   BY MR. BAUM:

 12           Q.     All right.  So from your perspective,

 13   it's scientifically appropriate to count patients who

 14   have been exposed to unblinding information prior to

 15   their first evaluation at Week 1, even though that

 16   exposure occurred at baseline prior to the evaluation?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  No, I don't think patients

 19           should be exposed to unblinding information.

 20   BY MR. BAUM:

 21           Q.     It compromises the validity of the

 22   outcome?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  It can potentially
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  1           undermine the validity.

  2   BY MR. BAUM:

  3           Q.     Let's go to Page 63, Section "7.0

  4   Changes in the Conduct of the Study and Planned

  5   Analyses."

  6                  In the last paragraph there it says,

  7   "Nine patients (Patients 105, 113, 114, 505, 506, 507,

  8   509, 513 and 514) were mistakenly dispensed 1 week of

  9   medication with potentially unblinding information

 10   (tablets had an incorrect color coating)."

 11                  Do you see that?

 12           A.     Do I see that, yes.

 13           Q.     Did you write that?

 14           A.     I don't know.

 15           Q.     "Therefore, in addition to the analysis

 16   specified in Section 6.4.1 for the primary efficacy

 17   parameter, a post-hoc analysis was performed on an ITT

 18   subpopulation that excluded these 9 patients."

 19                  Do you see that?

 20           A.     Yes.

 21           Q.     Do you recall the origin of the language

 22   "potentially unblinding information"?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  No.
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  1   BY MR. BAUM:

  2           Q.     The post-hoc analysis referred to in

  3   this paragraph was Table 6 in the appendix, correct?

  4                  MR. ROBERTS:  Objection.

  5   BY MR. BAUM:

  6           Q.     It's at Page 244, if you want to take a

  7   look at it.

  8           A.     Here?

  9           Q.     Yeah.

 10           A.     The same one we were just looking at?

 11           Q.     We were just looking at Table 3.1, but

 12   I'm asking you to take a look at Appendix Table 6,

 13   which is at 244, page 244.  Appendix Table 6 is the one

 14   that had the patients excluded.

 15           A.     ITT subpopulation, okay.

 16           Q.     Okay.  So is that Appendix Table 6 the

 17   post-hoc analysis that is referred to here on Page 63?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I'm not sure.  As you

 20           pointed out, I guess the numbers are off, but I

 21           assume so.

 22   BY MR. BAUM:

 23           Q.     Do you think that Table 6 actually

 24   represented a more correct efficacy analysis for the
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  1   valid intent-to-treat population?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  No.

  4   BY MR. BAUM:

  5           Q.     Do you consider it more valid than the

  6   Table 3.1 with the unblinded patients included?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  No.

  9   BY MR. BAUM:

 10           Q.     You don't consider it more valid?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     You consider them equally valid?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  I think this should be

 17           examined.

 18   BY MR. BAUM:

 19           Q.     By whom?

 20           A.     By anyone reviewing this study.

 21           Q.     By this you're referring to Appendix

 22   Table 6, correct?

 23           A.     Yes.

 24           Q.     Let's go to Page 83 of the study report
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  1   under "Validity."

  2                  You see that?

  3           A.     Yes.

  4           Q.     It says, "The study was designed to

  5   provide a valid, prospectively randomized, double-blind

  6   comparison of the treatment effects of citalopram and

  7   placebo."

  8                  Do you see that?

  9           A.     Yes.

 10           Q.     And it says, "A medication packaging

 11   error partially compromised the study blind for 9 of

 12   the 174 patients.  Post-hoc analysis excluding these

 13   patients supported the results from the intent-to-treat

 14   analysis.  It is concluded that the study results are

 15   valid and interpretable."

 16                  Did I read that correctly?

 17           A.     Yes.

 18           Q.     So the line the post-hoc analysis

 19   excluding these patients supported the results from the

 20   intent-to-treat analysis is actually not true, right?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  It's actually not true,

 23           right?  How am I supposed to answer that

 24           question?
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  1   BY MR. BAUM:

  2           Q.     Okay.  So it's not accurate for this

  3   line to say "post-hoc analysis excluding these patients

  4   supported the results from the intent-to-treat

  5   analysis"?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  That Table 6 was

  8           supportive, the results were supportive of the

  9           conclusion that study was showing treatment

 10           effect.

 11   BY MR. BAUM:

 12           Q.     A statistically significant treatment

 13   effect?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No.  It failed to achieve

 16           the nominal .05 criterion of statistical

 17           significance.

 18   BY MR. BAUM:

 19           Q.     So that to some degree contradicts the

 20   assertion that the study results were statistically

 21   significant, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I'd say it's supportive.

 24           It might undermine the robustness.
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  1   BY MR. BAUM:

  2           Q.     And undermine robustness is something

  3   that ought to have been conveyed to physicians and

  4   academics evaluating the merits of Study 18, correct?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  It's -- I'd stay it's a

  7           matter of how much information is to be

  8           conveyed.

  9   BY MR. BAUM:

 10           Q.     It's an important piece of information?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Important?  To the extent

 13           that everything in the study report is

 14           important, yes.

 15   BY MR. BAUM:

 16           Q.     Well, the .052 P-value was a negative

 17   result, not a positive one, correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  You know, negative is in

 20           my vocabulary not a legitimate description of

 21           the finding.

 22   BY MR. BAUM:

 23           Q.     It was not a positive one, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  It failed to achieve

  2           statistical significance based on the criterion

  3           of .05.

  4   BY MR. BAUM:

  5           Q.     Is that why the results were put in

  6   Appendix 6, were relegated to appendix and were not

  7   reported as the primary outcome results?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  The placement of the

 10           table, are you suggesting that the placement --

 11           what are you suggesting?

 12   BY MR. BAUM:

 13           Q.     Well, Appendix Table 6 was placed in the

 14   appendix because it had a P-value that was above .050

 15   and was not supportive of a positive outcome?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  It looks to me that

 18           Appendix 6, that it was placed in the appendix

 19           because it was a subpopulation analysis.

 20           Aren't all the tables in the appendix?

 21                  MR. BAUM:  No.  Table 3.1 is in the body

 22           of the report.

 23                  MR. ROBERTS:  Objection, it's a

 24           statement.
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  1   BY MR. BAUM:

  2           Q.     Appendix Table 6 was relegated to not

  3   being the primary outcome result because it had a

  4   P-value above .050, correct?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  No.

  7   BY MR. BAUM:

  8           Q.     Was there some concern about the

  9   reporting it as a primary outcome measure because of

 10   its P-value?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Not that I know of.

 13   BY MR. BAUM:

 14           Q.     Same here in Page 83, that post-hoc

 15   analysis excluding these patients supported the results

 16   from the intent-to-treat analysis; that was misleading,

 17   wasn't it?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I think that's accurate.

 20   BY MR. BAUM:

 21           Q.     It's accurate to say that the post-hoc

 22   analysis excluding these patients supported the results

 23   from the intent-to-treat analysis?

 24           A.     Yes.
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  1                  MR. ROBERTS:  Objection.

  2   BY MR. BAUM:

  3           Q.     Because a P-value of .052 supports the

  4   positive outcome for the trial, correct?

  5                  MR. ROBERTS:  Objection.

  6   BY MR. BAUM:

  7           Q.     Is that what you're are saying?

  8           A.     Because the difference between the two

  9   analyses in outcome were minimal in magnitude.

 10           Q.     But the one was statistically

 11   significant and the other wasn't, correct?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  One -- the secondary

 14           analyses did not meet the criterion on the

 15           .05 -- less than .05 criterion for statistical

 16           significance.

 17   BY MR. BAUM:

 18           Q.     So when it did not meet the criterion

 19   for statistical significance, it failed to support the

 20   positive outcome asserted by Table 3.1, correct?

 21                  MR. ROBERTS:  Objection, asked and

 22           answered multiple times.

 23                  THE WITNESS:  It's supportive in terms

 24           of the mean effect that was observed.
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  1   BY MR. BAUM:

  2           Q.     But not supportive with respect to the

  3   P-value, correct?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  It's not identical in

  6           terms of the P-value.  If one focuses

  7           exclusively on the .05 level as a yes or no

  8           criterion, then it's not -- then obviously it's

  9           not the same.

 10   BY MR. BAUM:

 11           Q.     And so it's not supportive?

 12                  MR. ROBERTS:  Objection, asked and

 13           answered, requires speculation.

 14                  THE WITNESS:  To my mind, it's clearly

 15           supportive because it's the difference is

 16           numerically trivial.

 17   BY MR. BAUM:

 18           Q.     Does including these eight unblinded

 19   patients affect whether or not the trial was

 20   interpretable?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  Well, interpretable, as we

 23           previously discussed, is an ill-defined term.

 24   BY MR. BAUM:
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  1           Q.     Well, it was in -- right here it says,

  2   it is concluded that the study results are valid and

  3   interpretable.  That's in the report that you approved

  4   and may have even written this line.

  5           A.     Mm-hmm.

  6                  MR. ROBERTS:  Objection.

  7   BY MR. BAUM:

  8           Q.     Does having eight unblinded patients

  9   included in the primary efficacy measure affect the

 10   validity or interpretability of the study?

 11                  MR. ROBERTS:  Objection, asked and

 12           answered.

 13                  THE WITNESS:  I'd say it's relevant.

 14   BY MR. BAUM:

 15           Q.     In what way?

 16           A.     In that their potential unblinding needs

 17   to be considered.

 18                  MR. BAUM:  We're going to take a short

 19           break.

 20                  THE VIDEOGRAPHER:  We will be going off

 21           the record at 12:07 p.m.  This marks the end of

 22           Media 5.

 23                  (Brief recess.)

 24                  THE VIDEOGRAPHER:  We are back on the
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  1           record at 12:17 p.m.  This marks the beginning

  2           of Media 6.

  3                  Go ahead, counselor.

  4   BY MR. BAUM:

  5           Q.     Okay.  We're going to start going over

  6   some of the secondary outcome measures for MD-18.

  7                  Do you recall that the secondary outcome

  8   measures were each negative for MD-18?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  No.

 11   BY MR. BAUM:

 12           Q.     Do you dispute whether or not they were

 13   negative?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Excuse me?

 16   BY MR. BAUM:

 17           Q.     Do you dispute whether or not they were

 18   negative, or you just don't recall it?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I don't recall.

 21   BY MR. BAUM:

 22           Q.     I thought you were going to say more.

 23           A.     I don't recall the secondary efficacy

 24   outcome measure results.
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  1           Q.     Let's go to Page 101, Table 3.2.  This

  2   is the statistical table reflecting the secondary

  3   endpoint of "CGI Improvement after 8 weeks," correct?

  4           A.     Yes.

  5           Q.     And this chart is dated October 30th,

  6   2001.  Do you see that, up at the top right?

  7           A.     Yes.

  8           Q.     And the P-value listed for the

  9   difference between Celexa and placebo at Week 8 is

 10   .257, correct?

 11           A.     Yeah.

 12           Q.     And that's not statistically

 13   significant, is it?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  It's above the criteria

 16           for statistically significant difference.

 17   BY MR. BAUM:

 18           Q.     So that's not statistically significant,

 19   is it?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  It fails to achieve

 22           statistical significance.

 23   BY MR. BAUM:

 24           Q.     Yeah, that means it's not statistically
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  1   significant, correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  I would not call it

  4           insignificant or not statistically significant.

  5           I would say it fails to achieve the criterion.

  6   BY MR. BAUM:

  7           Q.     Okay.  So the secondary endpoint of CGI

  8   improvement was negative for efficacy, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  No.  I mean, you're

 11           talking about one analysis and the ITT

 12           population using the last observation carried

 13           forward.

 14   BY MR. BAUM:

 15           Q.     It's not a positive outcome?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  What is not a positive

 18           outcome?

 19   BY MR. BAUM:

 20           Q.     .257.

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  The difference between the

 23           placebo and citalopram groups in the ITT

 24           population using the last observation carried
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  1           forward analysis of the CGI Improvement Scale

  2           at the end of Week 8 fails to achieve the

  3           criteria of .05 statistically significant

  4           level.

  5   BY MR. BAUM:

  6           Q.     Let's go to the next page 102, which is

  7   Table 3.3, and this is the secondary efficacy measure

  8   for "Change from Baseline in CGI Severity after 8

  9   weeks."

 10                  Do you see that?

 11           A.     Yes.

 12           Q.     And do you see the P-value over on the

 13   right there is .266?

 14           A.     Yes.

 15           Q.     And that's not statistically significant

 16   either, is it?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  The P-value .266 does not

 19           meet the criterion for statistical significance

 20           of .05.

 21   BY MR. BAUM:

 22           Q.     So the secondary endpoint of CGI

 23   severity was not positive for efficacy, was it?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  In the analysis at Week 8

  2           of the ITT population using last observation

  3           carried forward approach, the P-value for the

  4           difference between the placebo and citalopram

  5           groups failed to achieve a statistically

  6           significant level of .05.

  7   BY MR. BAUM:

  8           Q.     Let's go to the next table, Table 3.4 on

  9   Page 103, and you see this is the secondary outcome for

 10   the CGAS secondary efficacy measure.

 11                  Do you see that?

 12           A.     Yes.

 13           Q.     And the P-value there is .309.

 14                  Do you see that?

 15           A.     Yes, I do.

 16           Q.     And that's not statistically

 17   significant, correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I would say that the

 20           difference between the citalopram and placebo

 21           treatment groups in the ITT population using

 22           the last observation carried forward approach

 23           at Week 8 on the CGAS scale fails to achieve

 24           the criterion of .05 in this analysis.
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  1   BY MR. BAUM:

  2           Q.     Okay.  And let's go over to the next

  3   page for the secondary efficacy measure of "Change from

  4   Baseline in K-SADS-P Depression Module after 8 weeks."

  5                  Do you see that?

  6           A.     Yes.

  7           Q.     And the P-value for that one is .105?

  8           A.     Yes.

  9           Q.     And that's not statistically

 10   significant, is it?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  I would say that the

 13           analysis of the K-SADS-P depression module in

 14           the ITT population using the last observation

 15           carried forward approach at Week 8 does not

 16           achieve in its treatment effect comparing

 17           citalopram versus placebo the statistically

 18           significant level of .05.

 19   BY MR. BAUM:

 20           Q.     And that was true for all of the

 21   secondary outcomes, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  That seemed to be the case

 24           for the ones that we just looked at.
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  1   BY MR. BAUM:

  2           Q.     Okay.  Let's take a look at Page 72

  3   under "Efficacy Conclusions," the second paragraph, it

  4   says, significant differences -- let me wait for you to

  5   get there.  So it says in the second paragraph under

  6   Efficacy Conclusions, Section 10.5.

  7                  Do you see that?  It's significant

  8   differences, second paragraph.

  9           A.     Is it the wrong page?

 10                  MR. ROBERTS:  Yeah, that's the page.

 11           Michael is right here.

 12                  THE WITNESS:  Okay.

 13   BY MR. BAUM:

 14           Q.     So it says significant differences, P

 15   less than 0.05, indicative of greater improvement in

 16   citalopram patients than placebo patients were also

 17   observed on the CGI-I, CGI-S and CGAS.

 18                  Do you see that?

 19           A.     Yes.

 20           Q.     That's contradictory to what we just

 21   read as the eight-week outcomes for those secondary

 22   outcome measures; isn't it?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  A significant difference

�

00236

  1           less than .05 was not found on these measures

  2           in the Week 8 analysis of these variables

  3           comparing to the citalopram treatment groups in

  4           the ITT population using the last observation

  5           carried forward approach at Week 8.

  6   BY MR. BAUM:

  7           Q.     Did you write this sentence?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  I don't know.

 10   BY MR. BAUM:

 11           Q.     This sentence suggests that the

 12   differences between Celexa and placebo for the

 13   secondary endpoints of CGI-I, CGI-S and CGAS were

 14   statistically significant, doesn't it?

 15                  MR. ROBERTS:  Objection,

 16           mischaracterizes the document.

 17                  THE WITNESS:  Excuse me.  Can you repeat

 18           it?

 19   BY MR. BAUM:

 20           Q.     This sentence suggests that the

 21   differences between Celexa and placebo for the

 22   secondary endpoints were statistically significant,

 23   doesn't it?

 24                  MR. ROBERTS:  Renew my objection.
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  1                  THE WITNESS:  This indicates to me that

  2           significant differences on the secondary

  3           treatment variables, secondary assessment

  4           variable were observed in the study, yes.

  5   BY MR. BAUM:

  6           Q.     That's contradicted by what we just

  7   looked at in the tables we just went over, Tables 3.2

  8   to 3.5 for the Week 8 P-values, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  Yes.  In those particular

 11           analyses that we looked at, the significance of

 12           it was not below .05.

 13   BY MR. BAUM:

 14           Q.     So this sentence, as phrased, is

 15   misleading because it suggests the secondary endpoints

 16   were positive when they were actually negative, right?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  My assumption is that this

 19           sentence reflects other analyses that were

 20           conducted that did show significant

 21           differences.

 22   BY MR. BAUM:

 23           Q.     It doesn't reflect that at Week 8 it was

 24   negative, though, does it?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  This sentence clearly is

  3           not referring to that Week 8 endpoint LOCF ITT

  4           analysis that we looked at.

  5   BY MR. BAUM:

  6           Q.     So it's misleading if it's suggested

  7   that the greater improvement was statistically

  8   significant?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  If this sentence were to

 11           suggest that the Week 8 endpoint, LOCF ITT

 12           analysis using last observation carried forward

 13           at Week 8 for these variables, if this -- then

 14           that would be misleading, if it said that.

 15   BY MR. BAUM:

 16           Q.     Okay.  So let's go to Page 69.  Under

 17   Section 10.1, the second paragraph from the bottom

 18   starting with "analyses."

 19           A.     Yes.

 20           Q.     It says, "Analyses using the OC approach

 21   likewise demonstrated significantly greater improvement

 22   in the citalopram group compared to the placebo group,

 23   with significant citalopram-placebo differences (p0.05)

 24   observed at Weeks 1, 4 and 6 (Table 4.1B)."
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  1                  Do you see that?

  2           A.     Yes.

  3           Q.     And that OC stands for the observed

  4   cases analysis, correct?

  5           A.     Yes.

  6                  MR. ROBERTS:  Objection.

  7   BY MR. BAUM:

  8           Q.     And that's the people who actually

  9   finished the trial, correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  No.

 12   BY MR. BAUM:

 13           Q.     It's not the people who actually

 14   completed through eight weeks?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  No.

 17   BY MR. BAUM:

 18           Q.     What is it?

 19           A.     Observed cases is patients who were

 20   actually assessed.

 21           Q.     From Weeks 1 through Weeks 8, right?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  No.  My understanding of

 24           the observed case analysis is that an observed
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  1           case analysis at Week 1 is every patient who

  2           had a Week 1 assessment, and case analysis Week

  3           4 is every patient who had a Week 4 assessment.

  4   BY MR. BAUM:

  5           Q.     So the observed cases analysis at Week 8

  6   would be the people who finished -- actually finished

  7   the trial?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Who actually had an

 10           assessment at Week 8, whether or not they

 11           finished the trial.

 12   BY MR. BAUM:

 13           Q.     So there were some patients that maybe

 14   dropped off at Week 2 or Week 3 or Week 4 for whom they

 15   had scores and evaluations prior to their dropping out,

 16   and their scores were carried forward to Week 8,

 17   correct?

 18                  MR. ROBERTS:  Objection.

 19   BY MR. BAUM:

 20           Q.     Those were the last observation carried

 21   forward?

 22                  THE WITNESS:  For the LOCF, yes.

 23   BY MR. BAUM:

 24           Q.     Right.  And these patients, observed

�

00241

  1   cases are people who actually made it through all eight

  2   analyses, correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  No, that's not my

  5           understanding of the observed cases.  Observed

  6           cases at Week 4 is any patient who was there

  7           Week 4.

  8   BY MR. BAUM:

  9           Q.     Yeah, and so at Week 8, it would be any

 10   patient who was there at Week 8, correct?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Yes.

 13   BY MR. BAUM:

 14           Q.     So they would be the people who actually

 15   finished getting through to Week 8, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  Who -- to my mind it would

 18           be people who appeared for an assessment at

 19           Week 8, yes, or were assessed at Week 8.

 20   BY MR. BAUM:

 21           Q.     Okay.  So here it suggests that there

 22   were statistically significant outcomes at Weeks 1, 4

 23   and 6, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  For OC on whatever.

  2   BY MR. BAUM:

  3           Q.     For the observed cases?

  4           A.     Okay.

  5           Q.     Right there, that paragraph.  "With

  6   significant citalopram-placebo differences (p0.05)

  7   observed at Weeks 1, 4 and 6."

  8                  Do you see that?

  9           A.     Yes.

 10           Q.     Does it reference Week 8?

 11           A.     No, nor Week 2.

 12           Q.     So let's take a look at Page 110, which

 13   is Table 4.1B, and if you go over to the next page --

 14   well, first off, Table 4.1B is the Change from Baseline

 15   by Visit for CDS -- CDRS-R ITT population - Observed

 16   Cases.

 17                  Do you see that?

 18           A.     Yes.

 19           Q.     So this is the table that represents the

 20   outcomes discussed back here at what we were just

 21   reading about observed cases, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I believe so.

 24   BY MR. BAUM:
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  1           Q.     And if you go to the next page to see

  2   what the Week 8 outcome is, you see the P-value there

  3   0.167, correct?

  4           A.     Yes.

  5           Q.     That's not statistically significant, is

  6   it?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  That fails to achieve the

  9           .05 criterion of statistical significance.

 10   BY MR. BAUM:

 11           Q.     And that's different than what was said

 12   back here in the study report at Page 69, where it said

 13   there was a significant difference, correct?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No.

 16   BY MR. BAUM:

 17           Q.     You're at Page 69?

 18           A.     Yes.

 19           Q.     So there's no mention of the negative

 20   result at Week 8 for the observed cases analysis, is

 21   there?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  This paragraph does not --

 24           does not refer to the results at Week 2 or Week
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  1           8.

  2   BY MR. BAUM:

  3           Q.     So the Week 2 had a P-value of .6;

  4   that's above .05 as well, right?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Yes.

  7   BY MR. BAUM:

  8           Q.     And this is a bit misleading with

  9   respect to the endpoint for observed cases, isn't it?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Endpoint is a word that's

 12           not so often used with observed cases.

 13           Observed cases is whoever is there.  I mean,

 14           endpoint kind of links in, in my mind, with

 15           LOCF analyses.

 16   BY MR. BAUM:

 17           Q.     So you don't think it's misleading to

 18   have omitted that the Week 8 was negative?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  No, I do not.

 21                  MR. BAUM:  Let's go to the next

 22           document, Exhibit 12.

 23                  MR. ROBERTS:  Are we done with 11 or

 24           should I keep it?
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  1                  MR. BAUM:  We're going to come back to

  2           it.

  3                  (Document marked for identification as

  4           Flicker Deposition Exhibit No. 12.)

  5   BY MR. BAUM:

  6           Q.     This is MDL-FOREM0009717, and this is an

  7   e-mail string dated August 10 to August 13 between Bill

  8   Heydorn, Christina Goetjen, Mary Prescott and says "RE:

  9   stop the presses."

 10                  Do you see that?

 11           A.     Yes.

 12           Q.     We've already -- do you recall who

 13   Christina Goetjen is?

 14           A.     She worked at Lundbeck.

 15           Q.     At Lundbeck?

 16           A.     No?

 17           Q.     No, I think she was -- you don't --

 18           A.     I'm doing my best.

 19           Q.     Yeah, okay, I know.  That's fine.

 20                  If you come down a little further on the

 21   page, you'll see Christina Goetjen, product manager,

 22   Celexa.

 23                  Do you see that?

 24           A.     Yes.
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  1           Q.     Do you recall her actually working for

  2   someone like Forest?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  No, I'm sorry.  I assumed

  5           possibly just based on her name, but the name

  6           did sound familiar, so I assumed she was a

  7           Lundbeck personnel, because I certainly don't

  8           remember her as a Forest personnel.

  9   BY MR. BAUM:

 10           Q.     Do you recall encountering someone named

 11   Christina Goetjen while you were working at Forest?

 12           A.     No, I definitely don't recall that.

 13           Q.     And you see Mary Prescott there?

 14           A.     Cc'd or something.

 15           Q.     Yeah, she's -- and one of the e-mails a

 16   little further down from Christina Goetjen to Mary

 17   Prescott, Bill Heydorn.

 18           A.     Yes.

 19           Q.     Do you recall who Mary Prescott is?

 20           A.     Yes.

 21           Q.     Who is she?

 22           A.     She headed a medical communications

 23   agency.

 24           Q.     That was contracted by Forest --
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  1                  MR. ROBERTS:  Objection.

  2   BY MR. BAUM:

  3           Q.     -- to do work on MD-18?

  4           A.     I can't say I particularly remember her

  5   working on MD-18, but, certainly, she -- certainly, she

  6   worked on Celexa.

  7           Q.     Okay.  So if you go over to the second

  8   page of this, and we're going to follow the e-mail

  9   string from the back forward, so the first one is sent

 10   Friday, August 10, 2001 to Bill Heydorn, Mary Bunker --

 11   Mark Bunker, sorry, Jeff Lawrence and Christina

 12   Goetjen, a CC to Natasha Mitchner, and the subject is

 13   stop the presses, and it says here, Charlie Flicker

 14   just faxed to me some data from the citalopram

 15   pediatric efficacy study.  While I can't tell if this

 16   is intent to treat or observed cases, citalopram is

 17   significantly different from placebo, P less than .05,

 18   at all time points on the CDRS-R, the primary efficacy

 19   measure.

 20                  Do you see that?

 21           A.     Yes.

 22           Q.     So according to Ms. Prescott, you sent

 23   some data to her on the efficacy of citalopram's

 24   CIT-MD-18, right?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  That's what she's stating

  3           here.

  4   BY MR. BAUM:

  5           Q.     And then she writes to Bill Heydorn to

  6   stop the presses because she believes that there's

  7   positive data to promote from CIT-MD-18, right?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Yeah, I don't know what

 10           she's referring to.

 11   BY MR. BAUM:

 12           Q.     You recall that she was involved with

 13   helping get marketing done for Forest?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  She was -- she was hired

 16           by marketing, I believe.

 17   BY MR. BAUM:

 18           Q.     Does the claim that citalopram is

 19   significantly different from placebo, P less than .05,

 20   at all time points in the CDRS-R, the primary efficacy

 21   measure, depend on whether or not the unblinded

 22   patients are included in the analysis?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  I'm not sure what she's
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  1           referring to here.

  2   BY MR. BAUM:

  3           Q.     Does the date August 10, 2001 ring a

  4   bell for when the -- these tables were run for the

  5   primary efficacy analyses for CIT-MD-18?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  No.

  8   BY MR. BAUM:

  9           Q.     You recall that we just went through the

 10   study report and that with the unblinded patients

 11   included, you had a P-value of .038 and with them

 12   excluded it was .052, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  There were some patients

 15           for whom the blind was potentially compromised.

 16   BY MR. BAUM:

 17           Q.     And with them included, the P-value was

 18   .038 on the CDRS-R, and with them excluded the P-value

 19   was .052, correct?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  For the LOCF analysis at

 22           Week 8, that appears to be the case.

 23   BY MR. BAUM:

 24           Q.     So the comment that she received
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  1   statistically significant data from point -- from

  2   placebo with a P-value less than .05 indicates that she

  3   received the .038 numbers, not the .052 numbers,

  4   correct?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Well, I don't know what

  7           she received.  I mean, we saw a table in the

  8           observed cases analysis where it was not

  9           significant at Week 2 and she's talking about

 10           significant at --

 11   BY MR. BAUM:

 12           Q.     There's only one statistically

 13   significant number in all of these outcome measures.

 14   The secondaries were all greater than .05.  The Table 6

 15   with the patients excluded was greater than .05.  The

 16   only one -- all the secondaries were greater than .05.

 17   The only one that's below .05 is that .038 with the

 18   patients exposed to the dispensing error included,

 19   correct?

 20                  MR. ROBERTS:  Objection.  You're

 21           testifying and you're mischaracterizing the

 22           testimony and the document.

 23                  THE WITNESS:  No.

 24   BY MR. BAUM:
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  1           Q.     I'm not correct?  There was another --

  2   there was another statistically significant outcome

  3   measure?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  There was -- we just saw

  6           an significant difference at Week 1 on the

  7           observed case analysis of the CDRS.

  8   BY MR. BAUM:

  9           Q.     So at Week 8 there were no other --

 10   there were no positive outcomes greater than -- at Week

 11   8 for the secondary outcomes, observed cases and CDRS-R

 12   were all greater than .05, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  At Week 8, what analysis?

 15   BY MR. BAUM:

 16           Q.     Week 8, secondary outcomes, observed

 17   cases and CDRS-R with the dispensing error patients

 18   excluded were all greater than .05 P-values, correct?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Well, we only looked --

 21           we've only looked at tables with the LOCF

 22           analysis for the -- for secondary efficacy

 23           variables, and those LOCF analyses at Week 8

 24           did not achieve the .05 level of statistical
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  1           significance.

  2   BY MR. BAUM:

  3           Q.     And the only result that was less than

  4   .05 in any of these tables we've looked at was the one

  5   result that included the patients subject to the

  6   dispensing error with the .038 P-value, correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  No.

  9   BY MR. BAUM:

 10           Q.     At Week 8?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  At Week 8 in the LOCF

 13           analysis, the CDRS was .038, yes.

 14   BY MR. BAUM:

 15           Q.     With the unblinded patients included?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  In the ITT population.

 18   BY MR. BAUM:

 19           Q.     That included the nine patients who were

 20   exposed to the dispensing error, correct?

 21                  MR. ROBERTS:  Objection, asked and

 22           answered.

 23                  THE WITNESS:  Yes.

 24   BY MR. BAUM:
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  1           Q.     So let's go to Exhibit 13 -- we're going

  2   to eat food.

  3                  MR. ROBERTS:  Break for food, okay.

  4                  THE VIDEOGRAPHER:  We will be going off

  5           the record at 12:43 p.m.  This marks the end of

  6           Media 6.

  7                  (Luncheon recess.)

  8                  (Document marked for identification as

  9           Flicker Deposition Exhibit No. 13.)

 10                  THE VIDEOGRAPHER:  We are back on the

 11           record at 1:05 p.m.  This marks the beginning

 12           of Media 7.

 13                  Go ahead, Counselor.

 14   BY MR. BAUM:

 15           Q.     Okay.  I'm going to hand you what we're

 16   marking as Exhibit 13, which is MDL-FORP0018664.  This

 17   is a memorandum from Bill Heydorn to you, James Jin,

 18   Julie Kilbane, Paul Tiseo, Jane Wu dated October 17,

 19   2001 regarding review of first draft of CIT-MD-18 study

 20   report.

 21                  You have to go into the third page to

 22   see that e-mail.  It's right here, there.

 23                  MR. ROBERTS:  The memo you mean?

 24                  MR. BAUM:  Yeah, the memo.
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  1   BY MR. BAUM:

  2           Q.     And it says to Charlie Flicker, do you

  3   see that?

  4           A.     Yes.

  5           Q.     And it's from Bill Heydorn, and it says,

  6   "Attached for your review is the first draft of the

  7   CIT-MD-18 study report."

  8                  Do you see that?

  9           A.     Yes.

 10           Q.     Do you recall receiving a draft of the

 11   CIT-MD-18 study report?

 12           A.     No.

 13           Q.     Do you have any reason to doubt that you

 14   received this memorandum --

 15                  MR. ROBERTS:  Objection.

 16   BY MR. BAUM:

 17           Q.     -- with the study report draft?

 18           A.     Well, the study report appears to have

 19   my handwriting on it, so if these were associated.

 20           Q.     Does this appear to you that these were

 21   produced in the ordinary course of Forest business?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  Yes.

 24   BY MR. BAUM:
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  1           Q.     All right.  So there's some handwriting

  2   on the memo itself at 11/27/01.

  3                  Do you see that?

  4           A.     Yes.

  5           Q.     Is that your handwriting?

  6           A.     Might be.

  7           Q.     And then if you go over to the

  8   attachment, you see some strikings out, like there's a

  9   strike out of flexible dose study, pediatric

 10   depression.

 11                  Is that your handwriting?

 12           A.     I think it is, yes.

 13           Q.     And if you flip through here, you'll see

 14   there's some handwriting throughout.

 15                  Does that appear to be your handwriting?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  Those look like my

 18           scribbles.

 19   BY MR. BAUM:

 20           Q.     So does it appear to you that you edited

 21   this draft of CIT-MD-18 study report?

 22           A.     Provided comments, yes.

 23           Q.     Well, it looks like there's some things

 24   being stricken out and some replacement language being
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  1   suggested, correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Yes.

  4   BY MR. BAUM:

  5           Q.     So if you go to Page 8 of -- all right.

  6                  So at Page 8, at the second to the last

  7   paragraph, there's some lines striking through the

  8   second to the last paragraph.

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     And the paragraph that's being stricken

 12   out has as the second sentence, it says, "If the blind

 13   was broken for any reason, Forest Laboratories was to

 14   be notified immediately.  Any patient for whom the

 15   blind had been broken was to be immediately

 16   discontinued from the study and no further efficacy

 17   evaluations were to be performed."

 18                  Do you see that?

 19           A.     Yes.

 20           Q.     That's more or less consistent with the

 21   unblinding procedure from the protocol, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I'm not sure about that.

 24           As we said, it's somewhat -- it's somewhat

�

00257

  1           ambiguous.

  2   BY MR. BAUM:

  3           Q.     Well, take a look at Exhibit 9.  It's

  4   Page 328.

  5                  MR. ROBERTS:  What page?

  6                  MR. BAUM:  328.

  7                  MR. ROBERTS:  Thank you.

  8   BY MR. BAUM:

  9           Q.     And it -- in the Unblinding Procedures

 10   in the italicized portions it says, "If the blind is

 11   broken for any reason, Forest Laboratories must be

 12   notified immediately.  Any patient for whom the blind

 13   has been broken will immediately be discontinued from

 14   the study and no further efficacy evaluations will be

 15   performed."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And that's more or less what it says

 19   right here in this paragraph, correct?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Yes.

 22   BY MR. BAUM:

 23           Q.     And it looks like you struck that out.

 24                  Do you see that?
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  1           A.     Yes.

  2           Q.     And then put in its place, there's -- to

  3   be put in its place is some handwriting, because of a

  4   drug packaging error, 9 patients assigned to citalopram

  5   treatment at study -- at blank study centers were

  6   initially dispensed 20-milligram citalopram --

  7   20-milligram citalopram tablets that were

  8   distinguishable in color from the placebo tablets.  And

  9   then you crossed out in that they were pink in color

 10   rather than white.  All study medication shipments

 11   including potentially unblinding information were

 12   replaced in full.

 13                  Do you see that?

 14           A.     Yes.

 15           Q.     Did you write that language?

 16           A.     I think so.

 17           Q.     Do you know why you struck that language

 18   in that paragraph that it had the quote from the

 19   protocol --

 20                  MR. ROBERTS:  Objection.

 21   BY MR. BAUM:

 22           Q.     -- in the unblinding section?

 23           A.     No.

 24           Q.     Okay.  If you go to Exhibit 11, Page 44
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  1   of the study report, and you look at section 5 --

  2   Exhibit 11?

  3                  MR. ROBERTS:  Oh, Exhibit 11.

  4                  THE WITNESS:  Yeah.

  5                  MR. ROBERTS:  Oh, Exhibit 11.  This is

  6           Exhibit 11.  Do you have Exhibit 11?

  7                  MR. BAUM:  I have it, I'm going to give

  8           it to him.  Here you go.  Here's the --

  9                  MR. ROBERTS:  You said Page 44.

 10                  MR. BAUM:  Yeah, Page 44, section on

 11           Blinding.

 12                  MR. ROBERTS:  It's counted -- there's

 13           two of them.  It's doubled, I think.  Right?

 14           Just making sure I'm not going crazy.

 15                  MR. WISNER:  There's two Page 44s.

 16                  MR. BAUM:  Just the way it got copied.

 17                  MR. ROBERTS:  Okay.

 18   BY MR. BAUM:

 19           Q.     So if you look at the bottom paragraph

 20   on that page, you'll see the language "because of a

 21   drug packaging error."

 22                  Do you see that?

 23           A.     Yes.

 24           Q.     And if you look over at what your

�

00260

  1   handwriting is, I think you'll see that they're pretty

  2   much the same, correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Certainly similarities.

  5   BY MR. BAUM:

  6           Q.     And the paragraph or the sentence

  7   regarding the protocol violation is not included,

  8   correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  What paragraph?

 11   BY MR. BAUM:

 12           Q.     And this sentence here, it starts with,

 13   "if the blind was broken for any reason."

 14           A.     Right.

 15           Q.     That doesn't appear in this section now,

 16   correct?

 17           A.     You mean that starts off with "the

 18   tear-off panel"?

 19           Q.     Right.

 20                  MR. ROBERTS:  Let the record reflect

 21           that we're talking about Exhibit 13.

 22                  MR. BAUM:  Yeah.

 23   BY MR. BAUM:

 24           Q.     The third paragraph under "5.3.4
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  1   Blinding" of Page 8 of Exhibit 13 starts with "the

  2   tear-off panel" and it ends with "medication," and that

  3   whole paragraph is stricken, correct?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Yes.

  6   BY MR. BAUM:

  7           Q.     And it does not appear in the Section

  8   5.3.4 of the final protocol -- of the final study

  9   report, correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Yes.

 12   BY MR. BAUM:

 13           Q.     Okay.  So your handwritten striking of

 14   the protocols on blinding language recommended in this

 15   draft resulted in its elimination from the final study

 16   report, right?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Yes.

 19   BY MR. BAUM:

 20           Q.     Okay.  Do you know where this language

 21   but otherwise blinded that's in the study report came

 22   from?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Where?
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  1   BY MR. BAUM:

  2           Q.     At Page 44, in that bottom paragraph, it

  3   says?

  4                  MR. ROBERTS:  On Exhibit 11?

  5   BY MR. BAUM:

  6           Q.     On Exhibit 11 it says "although

  7   otherwise blinded," do you see that?

  8           A.     Yes.

  9           Q.     Do you know what that language came

 10   from?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     It's not in your hand -- it's not part

 15   of your handwritten changes.  That's why we were

 16   asking.

 17           A.     No, I don't.

 18           Q.     Okay.  Let's go to Page 17 of Exhibit

 19   13.  At the bottom it has "Secondary Statistical

 20   Objectives, the secondary statistical objectives of

 21   this study were."

 22                  Do you see that?

 23           A.     Yes.

 24           Q.     And then going over to the next page,
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  1   "1. To further compare the efficacy of citalopram to

  2   placebo in children and adolescents with MDD using,"

  3   and then it's crossed out, "the change from baseline to

  4   Week 8 in."

  5                  Do you see that?

  6           A.     Yes.

  7           Q.     Did you strike that out?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  This looks like my

 10           handwriting.

 11   BY MR. BAUM:

 12           Q.     Okay.  And then below it shows -- it

 13   lists off the various secondary outcome measures, and

 14   then it's CGI score at Week 8 is struck out at Week 8.

 15                  Do you see that?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  Where are we looking?  I

 18           don't see that.  Oh, down here?

 19   BY MR. BAUM:

 20           Q.     Right here, right there.

 21           A.     Oh, yes.

 22           Q.     You see CGI-I?

 23           A.     Yes.

 24           Q.     -- score at Week 8 has "at Week 8"
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  1   stricken off?

  2           A.     Yes.

  3           Q.     If you look at Exhibit 11, Page 54?

  4                  MR. ROBERTS:  Which is the next page

  5           over.  That's Exhibit 13.  Exhibit 11 is this

  6           one, so just turn the page over.

  7   BY MR. BAUM:

  8           Q.     You see under the Secondary Statistical

  9   Objectives, it's pretty much the same as what you did

 10   with your handwriting, with the Week 8s eliminated.

 11                  Do you see that?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yes, they look similar.

 14   BY MR. BAUM:

 15           Q.     So each of your edits on that section,

 16   appeared in that section, do you know why you crossed

 17   out the Week 8 in those two spots?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I could speculate.

 20   BY MR. BAUM:

 21           Q.     Well, what is your impression of why you

 22   did that?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  This is a list of the
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  1           outcome measures.  It doesn't specify any time

  2           points, so it wouldn't be appropriate to

  3           specify a time point for that variable in

  4           particular.

  5   BY MR. BAUM:

  6           Q.     That wasn't part of the plan to

  7   de-emphasize the Week 8 negative outcomes in favor of

  8   the positive outcomes for the prior weeks?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  It appears to me it was

 11           done for consistency.

 12   BY MR. BAUM:

 13           Q.     If you look at the protocol, which is

 14   Exhibit 9 at Page 17.

 15                  MR. ROBERTS:  Exhibit 9.  That's Exhibit

 16           11.  I think this is Exhibit nine.  Yeah, this

 17           is Exhibit 9.  What page did you say again?

 18   BY MR. BAUM:

 19           Q.     At the Paragraph 12.1.2 and it's Page

 20   329.

 21                  MR. ROBERTS:  329.

 22                  MR. BAUM:  The big number up at the time

 23           is 329.

 24                  MR. ROBERTS:  Talking about 1.2, okay.
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  1   BY MR. BAUM:

  2           Q.     Yeah, "Secondary Objectives."  It says,

  3   "To further compare the efficacy of citalopram to

  4   placebo in depressed children and adolescents patients.

  5   The endpoints for the secondary objectives are the

  6   CGI-Improvement score and change from baseline in

  7   CGI-Severity score, K-SADS-P (depression module) and

  8   CGAS score at Week 8."

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     So at Week 8 is the endpoint for the

 12   secondary outcomes, correct?

 13                  MR. ROBERTS:  Objection.

 14   BY MR. BAUM:

 15           Q.     Are you thinking, or did you think you

 16   answered?

 17           A.     Well, it's somewhat different because

 18   here it says -- I mean, in comparing the rest of the

 19   study report, it says CGI-I score at Week 8 as opposed

 20   to here it's CGS at the end.  So it's -- just in terms

 21   of the consistency with the study report, it's --

 22   that's different.  Yeah, but I do see that.

 23           Q.     You do see that the endpoint for the

 24   secondary outcomes was Week 8, per the protocol,
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  1   correct?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  Yes.

  4   BY MR. BAUM:

  5           Q.     Okay.  And then you struck that language

  6   in the study report?

  7                  MR. ROBERTS:  Objection.

  8   BY MR. BAUM:

  9           Q.     Draft that you handwrote your changes

 10   into, correct?

 11           A.     No.

 12           Q.     Well, over here, see you struck out the

 13   Week 8 part, right?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No, that's what I was just

 16           saying is that the study report is quite

 17           different.  The study report, as I see it, is

 18           simply listing the variables and not specifying

 19           any time point.

 20   BY MR. BAUM:

 21           Q.     Right.

 22           A.     Except for the CGI-I, which makes sense,

 23   because the CGI-I is you're not measuring change from

 24   baseline.
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  1           Q.     What?

  2           A.     See, these -- CGI-I there's no baseline.

  3           Q.     Okay.  But what we're trying -- what I'm

  4   trying to point out to you is that in this draft, which

  5   is Exhibit 13, it essentially mirrors the typewritten

  6   portion, essentially mirrors the language that's in the

  7   secondary objectives.  It says "to further compare the

  8   efficacy."

  9                  Do you see that?

 10                  MR. ROBERTS:  Objection.

 11   BY MR. BAUM:

 12           Q.     And so are you saying that because the

 13   CGI-I is not a Week 8 analysis -- change from baseline

 14   in Week 8, that's why you struck that out?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Yes.  They're different.

 17   BY MR. BAUM:

 18           Q.     You don't think that was to enable

 19   discussion of the prior weeks instead of Week 8, which

 20   is not mentioned here?

 21                  MR. ROBERTS:  Objection.

 22   BY MR. BAUM:

 23           Q.     Right?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  The prior weeks are going

  2           to be examined no matter what.

  3   BY MR. BAUM:

  4           Q.     What's the endpoint, Week 8 or Week 1?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  In this paragraph of the

  7           protocol Week 8 is identified as an endpoint.

  8   BY MR. BAUM:

  9           Q.     Okay.  Let's take Page 26 of Exhibit 13

 10   and under Section "7.0 Changes in the Conduct of the

 11   Study and Planned Analyses."

 12                  Do you see that?

 13                  MR. ROBERTS:  So Page 26, yeah, right

 14           there.

 15                  THE WITNESS:  Yes.

 16   BY MR. BAUM:

 17           Q.     And there's some of your handwritten

 18   revisions to that section regarding the conduct of the

 19   study with planned analyses, and it says there in the

 20   original wording, nine patients (105, 113, 114, 505,

 21   507, 506, 509, 513 and 514) accidentally received 1

 22   week of unblinded study drug treatment (tablets had the

 23   incorrect color coating).

 24                  Do you see that?
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  1           A.     Yes.

  2           Q.     So there it said they received one week

  3   of unblinded study drug treatment, not potentially

  4   unblinded or potentially -- potentially caused bias,

  5   right?  It said that they received one week of

  6   unblinded study treatment, right?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Yes.

  9   BY MR. BAUM:

 10           Q.     And then your handwriting inserted

 11   "medication with potentially unblinding information,"

 12   correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yes, that's my

 15           handwriting.

 16   BY MR. BAUM:

 17           Q.     Did you do that handwriting to

 18   under-emphasize the fact that the patients received

 19   unblinded study drug treatment?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  It would require some

 22           speculation on my part, but I put that in, I

 23           would believe, to provide more accurate

 24           information.
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  1   BY MR. BAUM:

  2           Q.     You thought it was more accurate to say

  3   potentially unblinding instead of unblinded?

  4           A.     Yes.

  5           Q.     You think you were the one that

  6   introduced the language potentially unblinded --

  7   potentially unblinding information?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Well, I wrote this, I

 10           wrote this phrase.

 11                  MR. BAUM:  Let's go to Exhibit 14.

 12                  MR. ROBERTS:  Should we keep all these?

 13                  MR. BAUM:  Keep them all handy.

 14                  MR. ROBERTS:  Why don't you turn them

 15           all to the front so we can see.

 16                  (Document marked for identification as

 17           Flicker Deposition Exhibit No. 14.)

 18   BY MR. BAUM:

 19           Q.     So Exhibit 14 is MDL-FORP0175697, it's

 20   an e-mail from Paul Tiseo to Joan Barton, Charlie

 21   Flicker, Ivan Gergel, Lawrence Olanoff and others dated

 22   March 2, 2000, re: CIT-18.

 23                  Do you recall receiving this e-mail and

 24   the attached fax?
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  1           A.     No.

  2           Q.     Have you seen this before?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Yes.

  5   BY MR. BAUM:

  6           Q.     You saw it yesterday?

  7           A.     Yes.

  8           Q.     Do you have any reason to believe that

  9   you did not receive it at the time?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  I don't know that I

 12           received it on March 2nd but --

 13   BY MR. BAUM:

 14           Q.     Do you think you might have --

 15           A.     -- I imagine I got it.

 16           Q.     Okay.  And do you agree that this

 17   document was produced in the ordinary course of

 18   business at Forest?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  I don't know how ordinary.

 21           I'd say in the course of business.

 22   BY MR. BAUM:

 23           Q.     Okay.  And then it says, Dear all, for

 24   your information, a copy of the fax that went out to
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  1   all CIT-MD-18 Pediatric Investigational Sites this

  2   morning is attached.  All sites have been -- also been

  3   contacted by telephone and given verbal instructions on

  4   how to proceed with both drug shipment as well as their

  5   patients who have been screened and/or randomized.

  6                  Do you see that?

  7           A.     Yes.

  8           Q.     So Dr. Tiseo is saying that this

  9   attachment that is attached to this e-mail was sent out

 10   to all of the CIT-MD-18 sites, right?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Yes.

 13   BY MR. BAUM:

 14           Q.     And they each received telephone calls

 15   regarding it, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  That's what this says.

 18   BY MR. BAUM:

 19           Q.     Do you know who would have received the

 20   fax at the sites?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  No.

 23   BY MR. BAUM:

 24           Q.     Okay.  Let's go to the next page, and it
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  1   says, "Fax Transmission Cover Sheet" with like four

  2   asterisks Urgent, bolded in big print "Urgent Message"

  3   and then four asterisks, re: CIT-MD-18 Citalopram

  4   Pediatric Depression Study.

  5                  Have you seen this fax before?

  6           A.     Yes.

  7           Q.     And when did you see that?

  8           A.     Yesterday.

  9           Q.     Okay.  Here it says, "It has come to our

 10   attention that an error was made during the packaging

 11   of the clinical supplies for the above-noted study.  A

 12   number of bottles of 'active' medication were

 13   mistakenly packed with the pink-colored commercial

 14   Celexa tablets instead of instead the standard white

 15   citalopram tablets used for blinded clinical studies.

 16   As a result, dispensing these tablets would

 17   automatically unblind the study.  This medication needs

 18   to be replaced with the appropriate white tablets

 19   immediately to maintain the study blind."

 20                  Did I read that correctly?

 21           A.     Yes.

 22           Q.     So the pink-colored commercial tablets

 23   got dispensed to CIT-MD-18 patients, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  According to this, there

  2           were pink tablets given to some patients.

  3   BY MR. BAUM:

  4           Q.     And --

  5           A.     Well, I mean, we know that based on

  6   other information.

  7           Q.     And per the MD-18 protocol, all the

  8   pills dispensed in CIT-MD-18 were supposed to be white,

  9   correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  I'd have to go back to the

 12           protocol to verify that, but that sounds

 13           correct.

 14   BY MR. BAUM:

 15           Q.     We read that into the record earlier,

 16   but so do you have any reason to dispute that they

 17   ought to have been white, correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  No, I don't.  No, I don't

 20           dispute that.

 21   BY MR. BAUM:

 22           Q.     Okay.  So the fact that some of them

 23   were not white was protocol violation, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Yes.

  2   BY MR. BAUM:

  3           Q.     So here, according to Dr. Tiseo, the

  4   study was automatically unblinded for the patients

  5   subject to dispensing error, correct?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  He writes "automatically

  8           unblind the study."

  9   BY MR. BAUM:

 10           Q.     "As a result, dispensing these tablets

 11   would automatically unblind the study."  So if the

 12   patients were dispensed those pink tablets, they would

 13   be automatically unblinded, correct?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  That's what he writes

 16           here.

 17   BY MR. BAUM:

 18           Q.     Okay.  So do you know why those

 19   unblinded patients weren't excluded from the study at

 20   that point?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  First of all, we don't

 23           know that the patients were unblinded.  We know

 24           that there was information that could impact
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  1           the blinding of the study that was conveyed to

  2           the site.

  3   BY MR. BAUM:

  4           Q.     Well, upon -- as of March 2nd, 2002,

  5   upon receiving this fax, the investigators were advised

  6   that the pink-colored tablets were Celexa, correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  That's how I would

  9           interpret this fax, yes.

 10   BY MR. BAUM:

 11           Q.     So that would indicate that the

 12   investigators knew what those patients were getting,

 13   correct?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Well, no, it doesn't

 16           completely indicate that.  The patients -- the

 17           investigator would also have to know what color

 18           tablets the patient received.

 19   BY MR. BAUM:

 20           Q.     The patients that received the pink

 21   commercial Celexa would have been exposed to the

 22   investigators who gave them those tablets, and they

 23   would know that they were receiving Celexa at that

 24   point, correct?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I don't recall too many

  3           investigators who would hand patients tablets.

  4   BY MR. BAUM:

  5           Q.     All right.  So the investigators that

  6   were notified of this had to do something with respect

  7   to the pink tablets that had been given to their

  8   patients to hand out?

  9           A.     Yes.

 10                  MR. ROBERTS:  Objection.

 11   BY MR. BAUM:

 12           Q.     So at that point they knew which of

 13   their patients had been assigned to receive Celexa

 14   because they had been assigned to receive Celexa pink

 15   tablets, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  No, that wouldn't be my

 18           understanding.

 19   BY MR. BAUM:

 20           Q.     So when they returned the pink tablets,

 21   they wouldn't know that their patient that had those

 22   tablets was assigned Celexa?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Under -- if an
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  1           investigator were to look at a return -- look

  2           at returned medication and he saw that the

  3           tablets were pink in the -- within this time

  4           frame, then I would think the investigator

  5           would be able to draw the conclusion that the

  6           patient was on active drug.

  7   BY MR. BAUM:

  8           Q.     And why bother to replace these tablets

  9   if it weren't an issue that would unblind the study?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Well, the protocol

 12           specifies that the color coating of the tablets

 13           should be blinded, should be the same,

 14           identical in the placebo and treatment groups.

 15   BY MR. BAUM:

 16           Q.     Was it your understanding that all nine

 17   of these patients received pink-colored commercial

 18   tablets?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Well, was it my

 21           understanding?  I mean, I have no understanding

 22           what my understanding is, but if you're

 23           referring to that, what I wrote in the study

 24           report, I would say there's evidence of that.
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  1   BY MR. BAUM:

  2           Q.     Okay.  That's actually what the report

  3   says at Page 63, Section 7.0 in Exhibit 11.  It says --

  4   it lists Patients 105 through 514 and says that the

  5   nine patients were mistakenly dispensed one week of

  6   medication with potential unblinding information,

  7   tablets had incorrect color coating.

  8           A.     That's different though.

  9                  MR. ROBERTS:  Objection.

 10   BY MR. BAUM:

 11           Q.     Oh, how is it different?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Well, it seems that I'd

 14           made the mistake of saying that nine patients

 15           got pink tablets.

 16   BY MR. BAUM:

 17           Q.     Yeah.

 18           A.     My current understanding is that that is

 19   not correct.

 20           Q.     Oh, so you think this study report is

 21   incorrect when you wrote it at the time?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  I think I made a mistake,

 24           yeah.
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  1   BY MR. BAUM:

  2           Q.     What do you think actually happened?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  My current impression is

  5           that the placebo patients received white

  6           tablets.

  7   BY MR. BAUM:

  8           Q.     And the citalopram patients received

  9   pink tablets?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  For those nine, yes.

 12   BY MR. BAUM:

 13           Q.     And so in either case, the investigators

 14   would know which patients were either on citalopram or

 15   on placebo among those nine patients, correct?

 16                  MR. ROBERTS:  Objection,

 17           mischaracterizes the document and

 18           mischaracterizes his testimony.

 19                  THE WITNESS:  If the investigator --

 20                  MR. ROBERTS:  And requires speculation.

 21                  THE WITNESS:  -- read the fax and they

 22           reviewed the patient's medication bottles, then

 23           they would be able to draw a conclusion

 24           regarding the assigned treatment group.
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  1   BY MR. BAUM:

  2           Q.     That would be an unblinding, correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  That would affect the --

  5           that would affect the investigator's blinding.

  6   BY MR. BAUM:

  7           Q.     Okay.  Do you recall that you testified

  8   in your 2007 deposition that as the medical director,

  9   that your primary mandate in the CNS research was

 10   overseeing the process of registering CNS compounds

 11   gaining regulatory approval.

 12                  Does that ring a bell?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  No.

 15   BY MR. BAUM:

 16           Q.     Do you think that was what your primary

 17   mandate was?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  Yes.

 20   BY MR. BAUM:

 21           Q.     Do you believe that in your role as a

 22   medical director of the clinical research department at

 23   Forest that you had an obligation to be truthful with

 24   the FDA in all communications about CIT-MD-18?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  Yes.

  3   BY MR. BAUM:

  4           Q.     And do you believe that Forest had an

  5   obligation to be truthful with the FDA in all

  6   communications about CIT-MD-18?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Yes.

  9                  MR. BAUM:  Can you give me Exhibit 16.

 10           We're going to skip 15 and we're going to come

 11           back to it.

 12                  MR. ROBERTS:  Okay.

 13                  (Document marked for identification as

 14           Flicker Deposition Exhibit No. 16.)

 15   BY MR. BAUM:

 16           Q.     Okay.  So handing over what we've marked

 17   as 16, and this is an e-mail MDL-FOREM0030386 from

 18   Dr. Tiseo to Lawrence Olanoff, Dr. Gergel, Amy Rubin,

 19   Anjana Bose as well as Tracey Varner, Julie Kilbane and

 20   you dated March 8, 2000, regarding letter to FDA for

 21   CIT-18.

 22                  Do you see that your name is on the CC

 23   there?

 24           A.     Yes.
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  1           Q.     Do you have any reason to believe that

  2   you were not -- that you did not receive this e-mail?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Yeah, there were quite a

  5           few e-mails I didn't -- received, yeah, I'm

  6           sure I received it.

  7   BY MR. BAUM:

  8           Q.     And does it appear this document was

  9   produced in the ordinary course of Forest business?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Essentially.

 12   BY MR. BAUM:

 13           Q.     And this March 8 date is a few days

 14   after Dr. Tiseo sent the memorandum and fax to the

 15   clinical trial investigators informing them of the

 16   dispensing error, correct?

 17                  MR. ROBERTS:  Objection.

 18   BY MR. BAUM:

 19           Q.     That was March 2nd, six days later.

 20                  Do you see that?

 21           A.     Yes.

 22           Q.     And have you seen this document before?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  I might have seen this
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  1           yesterday.

  2   BY MR. BAUM:

  3           Q.     Okay.  So in the e-mail on the cover of

  4   the attachment, it says attached -- "Dear all, attached

  5   please find the letter that Charlie and I put together

  6   for the purpose of informing the FDA of our packaging

  7   mishap in the citalopram pediatric study."

  8                  Do you see that?

  9           A.     Yes.

 10           Q.     Do you recall putting together a letter

 11   with Dr. Tiseo to be delivered to the FDA?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  No.

 14   BY MR. BAUM:

 15           Q.     Was it part of your duties to do

 16   something like that?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  It wouldn't be out of

 19           line.

 20   BY MR. BAUM:

 21           Q.     Then attached is a letter to the FDA in

 22   draft, correct?

 23           A.     Yes.

 24           Q.     And in the first paragraph here it says
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  1   that there was a clinical supplies package willing

  2   error for CIT-MD-18.

  3                  Do you see that?

  4           A.     Yes.

  5           Q.     And it's for eight randomized patients

  6   at two investigational sites?

  7           A.     Yes.

  8           Q.     And in the second paragraph it says,

  9   "For reporting purposes, the primary efficacy analysis

 10   will exclude the eight potentially unblinded patients,

 11   with a secondary analysis including them also to be

 12   conducted," correct?

 13           A.     Yes.

 14           Q.     Would you agree that excluding the

 15   unblinded or potentially unblinded patients from the

 16   primary efficacy analysis was the scientifically

 17   appropriate thing to do?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  Not necessarily.

 20   BY MR. BAUM:

 21           Q.     This is not what was actually done in

 22   the final study report, though, correct?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Both analyses -- well, no,
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  1           I guess it was nine, right?  But both analyses

  2           were conducted.

  3   BY MR. BAUM:

  4           Q.     Yeah, but one was -- doesn't ask primary

  5   efficacy analysis and that here the primary efficacy

  6   analysis was the one that excluded the eight

  7   potentially unblinded patients, correct?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Yes.

 10   BY MR. BAUM:

 11           Q.     And the one that included them was going

 12   to be a secondary analysis?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  In this proposal, yes.

 15                  MR. BAUM:  Okay.  Let's go to the next

 16           document.  Mark it as Exhibit 17.

 17                  (Document marked for identification as

 18           Flicker Deposition Exhibit No. 17.)

 19   BY MR. BAUM:

 20           Q.     And if you look at the top, it says

 21   letter to FDA - draft, March 8, 2000, which is right

 22   the same day as the prior e-mail.

 23                  Do you recall that?  Prior exhibit was

 24   dated March 8 as well.
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  1                  MR. ROBERTS:  Objection.

  2   BY MR. BAUM:

  3           Q.     And then there's some handwriting at the

  4   top.  Is that your handwriting?

  5           A.     That looks like my handwriting.

  6           Q.     Okay.  So have you seen this document

  7   before?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     Okay.  Does it appear to have been

 12   something you did while you were working at Forest in

 13   the ordinary course of Forest business?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Yes.

 16   BY MR. BAUM:

 17           Q.     If you look at the typed portion of the

 18   paragraph, you see the paragraph starts by saying, "The

 19   purpose of this letter is to inform the agency that an

 20   error was made during the packaging of the clinical

 21   supplies for the above-noted study."

 22                  Do you see that?

 23           A.     Yes.

 24           Q.     And then "Two of our investigational
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  1   sites called in to report that some of their patients

  2   were receiving white tablets and others were receiving

  3   pink tablets."

  4                  Do you see that?

  5           A.     Yes.

  6           Q.     And then "These reports were passed onto

  7   Forest Clinical Packaging where it was discovered that

  8   a number of bottles of 'active' medication were

  9   mistakenly packed with the pink-colored commercial

 10   Celexa tablets instead of the standard white citalopram

 11   tablets used for blinded clinical trials."

 12                  Do you see that?

 13           A.     Yes.

 14           Q.     So based on this letter, it appears the

 15   dispensing error was discovered after two clinical

 16   investigators called Forest inquiring about why some of

 17   their patients were receiving white tablets and others

 18   were receiving pink ones, right?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  That's how it looked to

 21           me.

 22   BY MR. BAUM:

 23           Q.     And they were supposed to all be

 24   receiving white tablets, right?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  I think we concluded that.

  3   BY MR. BAUM:

  4           Q.     So the letter continues, "On March 2nd,

  5   all sites were notified of this error by telephone and

  6   by fax."

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     And that's consistent with what we read

 10   earlier, right?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Yes.

 13   BY MR. BAUM:

 14           Q.     And in the March 2nd letter Dr. Tiseo

 15   said that dispensing of the pink tablets would

 16   automatically unblind the study, correct?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  His fax?

 19   BY MR. BAUM:

 20           Q.     Yeah.

 21           A.     That's what it says.

 22           Q.     Returning to Exhibit 17, if you look at

 23   the bottom of the page, it says -- no.

 24                  MR. ROBERTS:  This is 17.  We're still
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  1           on 17.

  2   BY MR. BAUM:

  3           Q.     "As only 8 of 160 patients had been

  4   randomized at the time this error was discovered, the

  5   impact upon the integrity of the study is suggested to

  6   be minimal."

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     At this time it was supposed that

 10   pulling these eight out would not affect anything, so

 11   it was okay to not include them in the primary

 12   analysis, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  I'm not sure what you

 15           mean.

 16   BY MR. BAUM:

 17           Q.     It says, "As only 8 of 160 patients had

 18   been randomized at the time this error was discovered,

 19   the impact upon the integrity of the study is suggested

 20   to be minimal."  So that it's suggested we're not going

 21   to count them and only eight -- and only eight of them

 22   were not going to be counted, so it's not going to be a

 23   big deal because you've got 160 patients anyway?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Was this letter even sent?

  2   BY MR. BAUM:

  3           Q.     Well, that's what we're going to find

  4   out.

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  So this is just one

  7           person's opinion what they drafted here.

  8   BY MR. BAUM:

  9           Q.     Well, this is, I think, a draft that you

 10   and Dr. Tiseo worked on together.

 11                  MR. ROBERTS:  Objection.  You're

 12           testifying.

 13   BY MR. BAUM:

 14           Q.     All right.  So at the next to last

 15   paragraph it's -- there would be -- it says, there's

 16   going to be a full set of 160 patients -- no.  Let me

 17   just backtrack.

 18                  Let me go up to the handwriting.  It

 19   says -- first it says reconsider no letter.

 20                  What did you mean by that?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  I don't know.

 23   BY MR. BAUM:

 24           Q.     Were you suggesting that they just hide
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  1   from it the FDA?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  I don't know what

  4           reconsider no error -- no letter.

  5   BY MR. BAUM:

  6           Q.     Okay.  Then next it says, "Due to a

  7   packaging error, 8 randomized patients at 3

  8   investigational sites had access to potentially

  9   unblinding information."

 10                  Do you see that?

 11           A.     Are you talking about my handwriting?

 12           Q.     Yeah, your handwriting.

 13           A.     Potential -- yes.

 14           Q.     And then by adding potentially, you were

 15   toning down Dr. Tiseo's automatically unblinded

 16   language, right?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Well, I don't know who

 19           wrote this draft.

 20   BY MR. BAUM:

 21           Q.     Okay.  So let's go on to the next thing.

 22   "Drug has been repackaged and a full complement of 160

 23   additional patients will be enrolled under standard

 24   double-blind conditions."

�

00294

  1                  Do you see that?

  2           A.     Yes.

  3           Q.     And that's your handwriting, right?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Yes.

  6   BY MR. BAUM:

  7           Q.     And were you suggesting that a full set

  8   of 160 patients would be enrolled under standard

  9   double-blind conditions, right?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Well, that's what it says.

 12   BY MR. BAUM:

 13           Q.     And by implication, you were suggesting

 14   that the nine patients subject to the dispensing error

 15   were not standardly double-blinded, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  It doesn't directly

 18           suggest that.

 19   BY MR. BAUM:

 20           Q.     But it does by implication, doesn't it?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  I think it does suggest

 23           that.

 24   BY MR. BAUM:
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  1           Q.     And then next you say, "For reporting

  2   purposes, the primary efficacy analysis will exclude

  3   the potentially unblinded patients, and a secondary

  4   analysis including them will also be conducted."

  5                  Do you see that?

  6           A.     Yes.

  7           Q.     And so you were suggesting that the

  8   primary efficacy measure would exclude the patients

  9   exposed to the dispensing error, correct?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Yes.

 12   BY MR. BAUM:

 13           Q.     That was your handwriting?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  That's my handwriting.

 16   BY MR. BAUM:

 17           Q.     You thought that was a good idea at the

 18   time, right?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  That was a proposed

 21           solution.

 22   BY MR. BAUM:

 23           Q.     Go to the next exhibit, 18 -- oh, in

 24   Exhibit 17 where it says, "Two of our investigational
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  1   sites called in to report that some of their patients

  2   were receiving white tablets and others were receiving

  3   pink tablets," do you see that?

  4           A.     Yes.

  5           Q.     Those investigators were unblinded,

  6   right?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Well, it doesn't specify

  9           investigators, someone at the site.

 10   BY MR. BAUM:

 11           Q.     So someone at the site in dealing with

 12   the pills and the patients was unblinded, correct?

 13                  MR. ROBERTS:  Objection,

 14           mischaracterizes the document.

 15                  THE WITNESS:  They were potentially

 16           unblinded.  They would have had to associate

 17           the...

 18                  MR. BAUM:  Let's go to Exhibit 18.

 19                  MR. ROBERTS:  Hold on.  Are you

 20           finished?

 21                  THE WITNESS:  Yeah.

 22                  (Document marked for identification as

 23           Flicker Deposition Exhibit No. 18.)

 24   BY MR. BAUM:
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  1           Q.     They got the memo, though, from

  2   Dr. Tiseo, correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  How would I know?

  5   BY MR. BAUM:

  6           Q.     Let's take a look at 18.  This is

  7   MDL-FOREM0030384, and it's an e-mail response to

  8   Dr. Tiseo's e-mail from Amy Rubin, and when I say

  9   response to Dr. Tiseo's memo, he sent a memo out

 10   requesting suggestions to the revisions to the letter

 11   to go to the FDA.  Then Amy Rubin sends to Lawrence

 12   Olanoff, Ivan Gergel Anjana Bose, Paul Tiseo, Tracey

 13   Varner, Julie Kilbane and you this proposed draft of

 14   the letter to the FDA.

 15                  Do you see that?

 16           A.     Yes.

 17           Q.     And it's dated March 9th, 2000.

 18                  Do you see that?  Yes?

 19           A.     I'm looking.

 20           Q.     It's right up at the top, up here.

 21           A.     Oh, yeah, yeah.

 22           Q.     You see that?

 23           A.     Yes.

 24           Q.     Okay.  And that's a day after Dr. Tiseo

�

00298

  1   asked for some comments?

  2           A.     Okay.

  3           Q.     And Amy Rubin, do you know what her job

  4   was?

  5           A.     No.

  6           Q.     You don't know whether or not she was in

  7   regulatory affairs?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Based on this, she --

 10           well, I assume she was in regulatory.

 11   BY MR. BAUM:

 12           Q.     Okay.  So in this e-mail Ms. Rubin

 13   states, "I have taken the liberty of editing your

 14   letter as follows:  Please make any other changes you

 15   feel are necessary."

 16                  Do you see that?

 17           A.     Yes.

 18           Q.     And then below she appears to have made

 19   some edits or cut and pasted a version of the draft

 20   that you and Dr. Tiseo had worked on.

 21                  Do you see that?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  That seems to be a

 24           reasonable scenario.
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  1   BY MR. BAUM:

  2           Q.     Now, she changed the line from that you

  3   or Dr. Tiseo or in your handwriting you said 8

  4   randomized patients at 2 investigational sites were

  5   dispensed medications that could have potentially

  6   unblinded the study, and that now it's been changed by

  7   Amy Rubin to say medication was dispensed to eight

  8   randomized patients in a fashion that had the potential

  9   to cause patient bias.

 10                  Do you see that?

 11           A.     Yes.

 12                  MR. ROBERTS:  Objection.

 13   BY MR. BAUM:

 14           Q.     And that phrase, "potential to cause

 15   patient bias" is different from what Dr. Tiseo had in

 16   mind when he said that it was mistakenly unblinded,

 17   correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  I don't see where

 20           Dr. Tiseo said that.

 21   BY MR. BAUM:

 22           Q.     Right here, he says, "As a result,

 23   dispensing these tablets would automatically unblind

 24   the study."
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  1           A.     So he didn't say mistakenly unblinded.

  2   He said if they were dispensed.  So what's the

  3   question?

  4           Q.     Her phrasing is different than this

  5   language, correct?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Those two are differently

  8           different, yes.

  9   BY MR. BAUM:

 10           Q.     And it's different from saying that they

 11   were potentially unblinded, correct?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  What's different from

 14           potentially unblinded?

 15   BY MR. BAUM:

 16           Q.     Potential to cause patient bias.

 17           A.     That is different.

 18           Q.     And that's different from saying that

 19   the integrity of the blind was unmistakenly violated,

 20   correct?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  It's definitely different

 23           from saying the integrity of the blind was

 24           what?
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  1   BY MR. BAUM:

  2           Q.     Unmistakenly violated.

  3           A.     Mistakenly or unmistakenly.

  4           Q.     Unmistakenly, okay.

  5                  MR. ROBERTS:  Objection.

  6                  MR. BAUM:  Let's go to Exhibit 19.

  7                  (Document marked for identification as

  8           Flicker Deposition Exhibit No. 19.)

  9   BY MR. BAUM:

 10           Q.     This is an e-mail dated -- an e-mail

 11   chain going from March 8 to March 14 between Paul

 12   Tiseo, Amy Rubin and you, and if you look at the

 13   e-mail -- look at the e-mail string, you will see that

 14   the things that are below are what we just went through

 15   the e-mail from March 8 from Paul Tiseo asking for

 16   comments and then attached to that is Amy's -- Amy

 17   Rubin's e-mail with her revisions, and then you are

 18   commenting on top of that.

 19                  Do you see that?

 20           A.     It looks that way.

 21           Q.     It says, although the patient -- sorry.

 22   Although "potential to cause bias" is a masterful

 23   stroke of euphemism, I would be a little more up front

 24   about the fact that the integrity of the blind was
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  1   unmistakenly violated.

  2                  Do you see that?

  3           A.     Yes.

  4           Q.     Have you seen this before?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  I saw this yesterday.

  7   BY MR. BAUM:

  8           Q.     Okay.  And do you have any reason to

  9   believe you didn't write that?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  I probably wrote this.

 12   BY MR. BAUM:

 13           Q.     And this was produced in the ordinary

 14   course of Forest business, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Yes.

 17   BY MR. BAUM:

 18           Q.     And so you were directly involved in

 19   resolving the dispensing error problem, correct?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  It would appear that I was

 22           involved in preparing this communication to the

 23           FDA regarding the problem.

 24   BY MR. BAUM:
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  1           Q.     Okay.  And according to you, using the

  2   phrase potential to cause patient bias in a letter to

  3   the FDA was a masterful stroke of euphemism, correct?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  I think I wrote that.

  6   BY MR. BAUM:

  7           Q.     And according to you, use of the phrase

  8   potential to cause bias was not being up front with the

  9   FDA, right?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  Yes, I felt that it was

 12           not a straightforward enough description.

 13   BY MR. BAUM:

 14           Q.     And according to you, Forest should have

 15   just been up front about the fact that the integrity of

 16   the blind was unmistakenly violated, correct?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  I think it was

 19           necessary -- I felt that it was necessary -- it

 20           appears that I felt it was necessary to

 21           communicate to the agency that there had

 22           been -- that protocol violations had occurred

 23           that affected the blind of the study.

 24                  MR. BAUM:  Can you repeat the question.
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  1                  (The court reporter read back the record

  2           as requested.)

  3                  MR. ROBERTS:  I renew my objections, if

  4           we're asking it to him again.

  5   BY MR. BAUM:

  6           Q.     I think you answered a slightly

  7   different question, which I appreciate you're trying to

  8   articulate, but I just want a direct answer to that

  9   question.

 10           A.     Can you repeat the question.

 11                  (The court reporter read back the record

 12           as requested.)

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  I certainly felt that

 15           Forest should be up front about that there had

 16           been a protocol violation -- that had been

 17           protocol violations that affected the integrity

 18           of the blind.

 19   BY MR. BAUM:

 20           Q.     Now, you're aware that the language

 21   regarding potential to cause bias actually ended up in

 22   the study report, and your language about unmistakenly

 23   violated did not end up in there, correct?

 24                  MR. ROBERTS:  Objection.

�

00305

  1                  THE WITNESS:  No.

  2   BY MR. BAUM:

  3           Q.     You think your language made it into the

  4   report?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  I don't know what was in

  7           the report.  The report or the letter?

  8   BY MR. BAUM:

  9           Q.     Oh, sorry.  The letter.  Sorry.

 10                  We'll get to that.

 11                  Do you know whether or not ultimately

 12   the phrase potential to cause bias is what ended up in

 13   the letter that Forest sent to the FDA?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No, I do not.

 16                  MR. BAUM:  Let's go to Exhibit 19.

 17                  MR. ROBERTS:  Twenty.

 18                  MR. BAUM:  Oh, 20, sorry.

 19                  (Document marked for identification as

 20           Flicker Deposition Exhibit No. 20.)

 21   BY MR. BAUM:

 22           Q.     This is FOREM0030382, and it's from Amy

 23   Rubin to you, Charlie Flicker, and CC'd to Paul Tiseo.

 24   It's dated March 15th, which is the day after your
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  1   e-mail to her dated March 14th and the subject is the

  2   letter to the FDA for CIT-18.

  3                  Do you see that?

  4           A.     Yeah.

  5           Q.     Do you think it was Amy Rubin's job to

  6   create masterful euphemisms in letters to the FDA?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  No.

  9   BY MR. BAUM:

 10           Q.     And do you think she used the phrase

 11   potential to cause patient bias because she considered

 12   it her job to protect marketing and medical by using

 13   masterful euphemisms?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  I think she was softening

 16           the language.

 17   BY MR. BAUM:

 18           Q.     That made it misleading, correct?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  No, I don't think it's

 21           misleading.  I think potential to cause bias is

 22           accurate, but at least when I wrote my comment,

 23           I thought the statement should be a more

 24           straightforward statement that the impact was
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  1           upon the study blind should have been included.

  2   BY MR. BAUM:

  3           Q.     Okay.  So have you seen this e-mail

  4   before that's Exhibit 20?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Twenty?

  7   BY MR. BAUM:

  8           Q.     It's the one you've got in your hand

  9   there?

 10           A.     Yes.

 11           Q.     When did you see it?

 12           A.     Yesterday.

 13           Q.     Okay.  And you see it's addressed to

 14   you.

 15                  Does this appear to have been produced

 16   in the ordinary course of Forest business?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Yes.

 19   BY MR. BAUM:

 20           Q.     And Ms. Rubin responds to your e-mail

 21   from the day before, "Thanks for the compliment.  Part

 22   of my job is to create 'masterful' euphemisms to

 23   protect medical and marketing."

 24                  Do you see that?
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  1           A.     Yes.

  2           Q.     Were you bothered that Ms. Rubin had

  3   appeared to ignore your concern that the language she

  4   suggested was not being up front with the FDA?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Well, obviously, I don't

  7           remember this interaction.  It looks to me as

  8           if she was joking.

  9   BY MR. BAUM:

 10           Q.     In your opinion, do you think it was

 11   appropriate for Ms. Rubin to be creating masterful

 12   euphemisms to protect medical and marketing in her

 13   communications with the FDA?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  Do I think it was

 16           appropriate for her to create a euphemism?

 17   BY MR. BAUM:

 18           Q.     Masterful euphemisms to protect medical

 19   and marketing in her communications with the FDA.

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  I don't think that was

 22           part of her job description.

 23   BY MR. BAUM:

 24           Q.     She was essentially bragging about
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  1   misleading the FDA, wasn't she?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  I think she was joking.

  4   BY MR. BAUM:

  5           Q.     So if the language actually ended up in

  6   the letter to the FDA, wasn't she actually performing

  7   the act of conveying something less up front to the FDA

  8   than you thought ought to have been conveyed?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I would have to see the

 11           letter that actually went to the FDA.

 12   BY MR. BAUM:

 13           Q.     All right.  But she's joking about

 14   misleading the FDA, essentially, correct?

 15                  MR. ROBERTS:  Objection,

 16           mischaracterizes the document, causes for

 17           speculation.

 18                  THE WITNESS:  I think she's joking about

 19           her linguistic dexterity.

 20   BY MR. BAUM:

 21           Q.     And that linguistic dexterity or

 22   wordsmithing was -- resulted in creating a masterful

 23   euphemism to protect medical and marketing --

 24                  MR. ROBERTS:  Objection.
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  1   BY MR. BAUM:

  2           Q.     -- in her communications with the FDA,

  3   correct?

  4           A.     Well, I think it's a joke, but I think

  5   the language could be described as euphemistic.

  6                  MR. BAUM:  Okay.  So let's take a look

  7           at Exhibit 21.

  8                  (Document marked for identification as

  9           Flicker Deposition Exhibit No. 21.)

 10   BY MR. BAUM:

 11           Q.     Which is the letter that actually went

 12   to the FDA dated March 20th, 2000 addressed to Russell

 13   Katz from Forest, Tracey Varner, and manager of

 14   regulatory affairs for Forest.

 15                  Do you see that?

 16           A.     Yes.

 17           Q.     Have you seen this before?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  No.

 20   BY MR. BAUM:

 21           Q.     So let's take a look at this.

 22                  Do you recall that Ms. Varner was in the

 23   line of e-mails regarding the unblinding problem?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  No.

  2   BY MR. ROBERTS:

  3           Q.     Let's take a look at Exhibit 14.  Do you

  4   see it?

  5                  MR. ROBERTS:  Do you have it?  This is

  6           what it looks like.

  7                  THE WITNESS:  Which one?

  8                  MR. BAUM:  Fourteen.

  9                  MR. ROBERTS:  Exhibit 14.  Here, I see

 10           it, Exhibit 14.

 11   BY MR. BAUM:

 12           Q.     So this is the e-mail cover letter with

 13   the urgent message memo that went out on March 2nd.

 14           A.     Okay.

 15                  MR. ROBERTS:  Objection.

 16   BY MR. BAUM:

 17           Q.     And if you see on the addressee lines,

 18   you've got Tracey Varner and Amy Rubin.

 19                  Do you see that?

 20           A.     Yeah.

 21           Q.     Do you see them both?

 22           A.     Yeah.

 23           Q.     Okay.  So here Tracey Varner is now

 24   informing the FDA essentially what happened as
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  1   reflected in this March 2nd, 2000 memo that went out to

  2   the investigator sites, correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Excuse me?

  5   BY MR. BAUM:

  6           Q.     This letter from Tracey Varner to the

  7   FDA dated March 20th, 2000 is informing the FDA about

  8   the dispensing error problem that was discussed in the

  9   March 2nd letter that went out to the investigator

 10   sites?

 11           A.     Yes.

 12                  MR. ROBERTS:  Objection.

 13   BY MR. BAUM:

 14           Q.     So the first line says, "Dear Dr. Katz,

 15   we are taking this opportunity to notify the Division

 16   of a clinical supply packaging error for study

 17   CIT-MD-18 (site #2 - Dr. Busner and site #16 -

 18   Dr. Wagner).  Due to this error, medication was

 19   dispensed to eight randomized patients in the fashion

 20   that had the potential to cause patient bias."

 21                  Did I read that correctly?

 22           A.     Yes.

 23           Q.     And that's Amy Rubin's language that

 24   made it into the letter that went to the FDA, correct?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  The potential to cause

  3           patient bias is the same phrase that was in Amy

  4           Rubin's e-mail.

  5   BY MR. BAUM:

  6           Q.     And that's what you characterize as a

  7   masterful euphemism for the blind having been

  8   unmistakenly violated, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  I made a statement that it

 11           was a masterful euphemism, yeah.

 12   BY MR. BAUM:

 13           Q.     For what you said was the blind had

 14   unmistakenly been violated, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  I have to look at it.

 17   BY MR. BAUM:

 18           Q.     Find it?

 19           A.     Yeah.  Well, there are two separate

 20   statements.  One is that it's a euphemism.  The other

 21   is that there was a violation of the study blind.

 22           Q.     And when you wrote that e-mail, you were

 23   attempting to be accurate at the time, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  I was always attempting to

  2           be accurate.

  3   BY MR. BAUM:

  4           Q.     Okay.  All right.  So next it says, "A

  5   full complement of 160 patients will be enrolled under

  6   standard double-blind conditions."

  7                  Do you see that?

  8           A.     Yes.

  9           Q.     And that's the line that you wrote,

 10   handwrote in the draft that you edited, correct?

 11                  MR. ROBERTS:  Objection.

 12   BY MR. BAUM:

 13           Q.     Right here.

 14           A.     Yes, that's -- that's my handwriting.

 15           Q.     So by implication, again, what you

 16   conveyed to the FDA was that these eight patients

 17   subject to the dispensing error were not standardly

 18   double-blinded, right?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Well, it's not really

 21           exactly what I wrote.

 22   BY MR. BAUM:

 23           Q.     What did you write?

 24           A.     And a full complement of 160 additional
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  1   patients will be enrolled.

  2           Q.     So were you thinking that there would be

  3   a new group of patients that would be enrolled that

  4   would not be subject to the dispensing error?

  5           A.     I don't know what I was thinking, but I

  6   don't think that's what I was thinking.

  7           Q.     What did that line mean?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  That there would be -- I'd

 10           have to speculate.

 11   BY MR. BAUM:

 12           Q.     Well, you were the author.

 13                  MR. ROBERTS:  Objection.

 14   BY MR. BAUM:

 15           Q.     That was your handwriting; that was your

 16   thoughts.

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  It was my thoughts 20

 19           years ago, but -- and if you want me to

 20           speculate, I can speculate on --

 21   BY MR. BAUM:

 22           Q.     I wouldn't call it speculation when I'm

 23   talking to the guy who actually wrote it, but you give

 24   me your best impression of what you thought you meant.
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  1                  MR. ROBERTS:  Objection,

  2           mischaracterizing the witness' statement.

  3                  THE WITNESS:  What's the question again?

  4   BY MR. BAUM:

  5           Q.     What did you think you meant by that

  6   line?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  That there would be at

  9           least 160 more patients enrolled in the study.

 10   BY MR. BAUM:

 11           Q.     And they would not have the problem of a

 12   dispensing error, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yes.

 15   BY MR. BAUM:

 16           Q.     Okay.  So next it says, in this letter

 17   to the FDA, "For reporting purposes, the primary

 18   efficacy analysis will exclude the eight potentially

 19   unblinded patients, with a secondary analysis including

 20   them also to be conducted."

 21                  Do you see that?

 22           A.     Yes.

 23           Q.     So that, again, is what actually went to

 24   the FDA saying that the primary efficacy analysis would
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  1   exclude the patients exposed to the dispensing error,

  2   correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Yes.

  5   BY MR. BAUM:

  6           Q.     And that's not what was done, correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  That's correct.

  9   BY MR. BAUM:

 10           Q.     Do you know why there was a change?

 11           A.     I would have to speculate.

 12           Q.     Okay.  So, ultimately, what Forest

 13   promised the FDA was going to do, it didn't do,

 14   correct?

 15                  MR. ROBERTS:  Objection, you're

 16           testifying.

 17                  THE WITNESS:  They conducted both of the

 18           analyses.

 19   BY MR. BAUM:

 20           Q.     All right.  But which one was designated

 21   as the primary analysis?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  The analysis of the ITT

 24           population was the primary analysis.
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  1   BY MR. BAUM:

  2           Q.     And what it says here is that they were

  3   going to have the analysis with the eight unblinded

  4   patients, potentially unblinded patients excluded,

  5   correct?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Yes.

  8   BY MR. BAUM:

  9           Q.     That was a more scientifically

 10   appropriate thing to do, wasn't it?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  I would characterize it is

 13           a proposed solution to the unblinding problem.

 14                  MR. BAUM:  Okay.  Let's go to Exhibit

 15           22.

 16                  (Document marked for identification as

 17           Flicker Deposition Exhibit No. 22.)

 18   BY MR. BAUM:

 19           Q.     So Exhibit 22 is MDL-FORP0168046.  It's

 20   an e-mail from Joan Barton to you, Paul Tiseo, Joan

 21   Howard Jane Wu and Carlos Cobles dated December 6, 2000

 22   regarding CIT-MD-18 study drug.

 23                  Do you see that?

 24           A.     Yes.
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  1           Q.     Does it appear to have been produced in

  2   the ordinary course of business?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Yes.

  5   BY MR. BAUM:

  6           Q.     Do you have any reason to believe that

  7   you didn't receive it?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  No.

 10   BY MR. BAUM:

 11           Q.     Okay.  So here it says, "Attached is a

 12   table showing which patients were randomized when the

 13   problem was discovered that the study drug was

 14   unblinded.  A total of 6 adolescents and 3 children had

 15   already been randomized.  Please let me know if this

 16   will alter the total number of child or adolescent

 17   patients to be randomized for this trial."

 18                  Did I read that correctly?

 19           A.     Yes.

 20           Q.     So you had recommended that another 160

 21   patients be brought in to create a trial that didn't

 22   have any patients exposed to the dispensing error,

 23   correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  No.

  2   BY MR. BAUM:

  3           Q.     That's what you wrote in your

  4   handwriting, right?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  No.

  7   BY MR. BAUM:

  8           Q.     What did you write?

  9           A.     I wrote that 160 more patients would be

 10   enrolled.

 11           Q.     Okay.  Maybe I misunderstood.  That's

 12   what I thought I was saying.

 13                  So and here Ms. Barton says, the study

 14   drug was unblinded, not potentially unblinded, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  It says "study drug was

 17           unblinded."

 18   BY MR. BAUM:

 19           Q.     It doesn't say potentially unblinded or

 20   potential to cause bias?

 21                  MR. ROBERTS:  Objection.

 22   BY MR. BAUM:

 23           Q.     It says they were unblinded, right?

 24           A.     Well, the study drug was not blinded.
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  1           Q.     This says the study drug was unblinded,

  2   correct?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  Right.  That's not the

  5           same as the study being unblinded or the

  6           patients being unblinded.

  7   BY MR. BAUM:

  8           Q.     Okay.  So let's -- but this --

  9           A.     The study drug was not -- it would be

 10   more accurate to say the study drug was not blind.

 11           Q.     So that would be a protocol violation,

 12   though, right?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  I would regard that as a

 15           protocol violation.

 16                  (Document marked for identification as

 17           Flicker Deposition Exhibit No. 23.)

 18   BY MR. BAUM:

 19           Q.     We're going to go to the next exhibit,

 20   Exhibit 23.  This is dated January 5th, 2001.  It's a

 21   Forest Labs inter-office memorandum from James Jin,

 22   draft statistical analysis plan, and it's addressed to

 23   Ed Lakatos, Jane Wu, Wendy Ma, Shanshan Wang and Julie

 24   Kilbane.
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  1                  MR. ROBERTS:  They're on the CC line.

  2   BY MR. BAUM:

  3           Q.     On the CC line.  And then if you --

  4   well, do you recall being involved in any of the

  5   citalopram clinical trial meetings?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  I must have been.  These

  8           particular meetings?  Oh, the citalopram

  9           clinical team?

 10   BY MR. BAUM:

 11           Q.     There were multiple clinical team

 12   meetings.

 13                  Do you recall having like weekly

 14   meetings?

 15           A.     I don't know.

 16           Q.     Did you attend any of them?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  I don't know.

 19   BY MR. BAUM:

 20           Q.     Okay.  Here -- do you know who James Jin

 21   was?

 22           A.     Vaguely.

 23           Q.     Do you recall he was a biostatistician

 24   on the MD-18?
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  1           A.     Yeah.

  2           Q.     Do you recall corresponding with him

  3   about getting drafts of the tables done?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  No.

  6   BY MR. BAUM:

  7           Q.     Have you seen documents going back and

  8   forth between you regarding drafts of the efficacy

  9   tables?

 10                  MR. ROBERTS:  Objection.

 11                  THE WITNESS:  No.

 12   BY MR. BAUM:

 13           Q.     All right.  So here he's saying,

 14   "attached for your review is draft statistical analysis

 15   plan," and please return your comments, and there were

 16   nine patients who were randomized at the beginning of

 17   the study but not blinded.

 18                  Do you see that?

 19           A.     Yes, I see that.

 20           Q.     So right there he's saying they were not

 21   blinded, correct?

 22                  MR. ROBERTS:  Objection.

 23                  THE WITNESS:  That's what it says.

 24                  MR. BAUM:  Let's go to the next exhibit.
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  1                  (Document marked for identification as

  2           Flicker Deposition Exhibit No. 24.)

  3   BY MR. BAUM:

  4           Q.     This is Exhibit 24, and this is an

  5   inter-office memorandum from James Jim to Paul Tiseo,

  6   Charles Flicker and Ivan Gergel dated January 5th,

  7   2001, MDL-FORP0175632.

  8                  Do you see that?

  9                  MR. ROBERTS:  No, that's not.  Can you

 10           read the MDL again?  I think we're looking at

 11           different things, but maybe we're not.  What's

 12           your number again?  Is it 49936?

 13                  MR. WISNER:  We're looking at the same

 14           thing, it's just the script is --

 15                  MR. BAUM:  I've got 49936.  Did I read

 16           something off wrong?

 17                  MR. ROBERTS:  You didn't read 49936, I

 18           don't think, did you?

 19                  MR. WISNER:  Go off the record.

 20                  MR. BAUM:  No, here, I got it, Exhibit

 21           24 you have is FORP0049936; is that correct?

 22                  MR. ROBERTS:  Yes.

 23   BY MR. BAUM:

 24           Q.     And this is a memorandum from Dr. Jin to
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  1   you, Paul Tiseo, Scott McDonald, Ed Lakatos and Jane Wu

  2   dated July 10, 2001, correct?

  3           A.     Yes.

  4           Q.     And it has a test run 3 tables:

  5   CIT-MD-18.

  6                  Do you recall this document?

  7           A.     No.

  8           Q.     Have you seen this document before?

  9                  MS. KIEHN:  He just says he doesn't

 10           recall it.

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  No.

 13   BY MR. BAUM:

 14           Q.     Was this document produced in the

 15   ordinary course of Forest business?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  Looks that way.

 18   BY MR. BAUM:

 19           Q.     Do you have any reason to believe that

 20   you didn't receive it?

 21                  MR. ROBERTS:  Objection.  He doesn't

 22           recall it.

 23                  THE WITNESS:  No.

 24   BY MR. BAUM:
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  1           Q.     So the subject of this memo that you

  2   sent was test run 3 tables.

  3                  What does that mean?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  Where does it say that?

  6   BY MR. BAUM:

  7           Q.     It's in the subject line, test run 3

  8   tables CIT-MD-18.

  9           A.     What does that mean?

 10           Q.     Yeah.

 11           A.     I don't know.

 12           Q.     Do you recall a run being done of the

 13   tables for MD-18 to see if the program worked?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  No.

 16   BY MR. BAUM:

 17           Q.     Okay.  Do you see the handwriting below?

 18           A.     Yes.

 19           Q.     Is your handwriting?

 20                  MR. ROBERTS:  Objection.

 21                  THE WITNESS:  Yes.

 22   BY MR. BAUM:

 23           Q.     And it has this instructions, it looks

 24   like, to James Jin; is that correct?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  Yes.

  3   BY MR. BAUM:

  4           Q.     And among those instructions is please

  5   provide draft appendix tables and plots: 1 primary

  6   efficacy analysis - ITT subpopulation, asterisk,

  7   asterisk, patients with drug dispensing error excluded.

  8                  Do you see that?

  9           A.     Yes.

 10           Q.     That's your handwriting, and that's what

 11   you were instructing at the time?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  Yes.

 14                  (Document marked for identification as

 15           Flicker Deposition Exhibit No. 25.)

 16   BY MR. BAUM:

 17           Q.     We're just going to go to the next

 18   exhibit, 25, which is MDL-FOREM0010201 from Jane Wu to

 19   James Jin and Qiong Wang, and it says, "We need to

 20   generate Tables 4.1A and 4.1B for ITT population,

 21   excluding the 9 patients who were unblinded at the

 22   beginning of the study.  Can you please tell Qiong who

 23   they are and try to get the results before 9:30, Friday

 24   morning?"  This was sent at 12:30 a.m. on August 10th.
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  1                  Do you see that?

  2           A.     Yes.

  3           Q.     And then below there's an e-mail from

  4   Jane Wu to Paul Tiseo and you regarding CIT-MD-18.  It

  5   says, Paul, Charlie, we will meet with you to talk

  6   about the results of CIT-18 in R&D conference room at

  7   9:30 to 10:30 on August 10th.

  8                  Do you recall attending that meeting?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  No.

 11   BY MR. BAUM:

 12           Q.     Do you recall that August 10th is the

 13   date, according to Mary Prescott, you sent her positive

 14   results for CIT-MD-18, from that earlier e-mail?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  No.

 17   BY MR. BAUM:

 18           Q.     Was it a coincidence they're the same

 19   dates?

 20                  MR. ROBERTS:  Objection.

 21                  MS. KIEHN:  He just said he doesn't

 22           remember being the same date.

 23                  THE WITNESS:  No.

 24   BY MR. BAUM:
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  1           Q.     So does this appear to be produced in

  2   the ordinary course of business?

  3                  MR. ROBERTS:  Objection.

  4                  THE WITNESS:  This memo?

  5   BY MR. BAUM:

  6           Q.     Yeah, this e-mail here, this e-mail

  7   string.

  8           A.     Yeah.

  9           Q.     Do you have any reason to doubt you

 10   received the e-mail that was addressed to you?

 11                  MR. ROBERTS:  Objection.  He doesn't

 12           remember.

 13                  THE WITNESS:  No.

 14   BY MR. BAUM:

 15           Q.     Okay.  So at this point, per this

 16   e-mail, the analysis excluding the unblinded patients

 17   was appearing as Tables 4.1A and 4.1B and not in the

 18   appendix, right?

 19                  MR. ROBERTS:  Objection.  He's talking

 20           about Exhibit 25 in here.

 21                  THE WITNESS:  No, but he's saying -- no,

 22           this is a request to --

 23                  MR. ROBERTS:  You can ask him to clarify

 24           if you don't understand.
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  1                  THE WITNESS:  Let me just look at this.

  2   BY MR. BAUM:

  3           Q.     Well, that document is going to be a

  4   little confusing to you because that was a --

  5           A.     No, that's not confusing at all.

  6                  MS. KIEHN:  Give him time to look at the

  7           documents.

  8   BY MR. BAUM:

  9           Q.     All right, go ahead.

 10           A.     No.  My understanding of this document

 11   is that Jane Wu is telling James Jin to do a reanalysis

 12   in which the eight patients are excluded, but Table

 13   4.1A is an ITT analysis.  It's right in here.

 14           Q.     Yeah.

 15           A.     So this is a subpopulation analysis.

 16           Q.     Okay.  So here let me just move on to

 17   another subject.  I got your answer there.

 18                  You're saying that this is -- the

 19   reanalysis may not have ended up as a 4.1A or 4.4B; is

 20   that correct?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  No, that's not what I'm

 23           saying.  I'm saying the ITT analysis in this

 24           analysis plan is 4.1A.
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  1   BY MR. BAUM:

  2           Q.     Okay.  Now, next she says that that

  3   analysis was being done "excluding the 9 patients who

  4   were unblinded at the beginning of the study."

  5                  Do you see that?

  6           A.     Yes.

  7           Q.     And she's saying who were unblinded, not

  8   potentially unblinded or with the potential to cause

  9   patient bias.  This is saying that excluding the nine

 10   patients who were unblinded at the beginning of the

 11   study, correct?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  That is the language that

 14           she used.

 15                  MR. BAUM:  Okay, let's go to the next

 16           exhibit.

 17                   (Document marked for identification as

 18           Flicker Deposition Exhibit No. 26.)

 19   BY MR. BAUM:

 20           Q.     Exhibit 26, MDL-FORP0049697.  This is an

 21   undated document from your custodial file, and these

 22   are efficacy tables for CIT-MD-18, and if you flip a

 23   couple pages in to one, two, three -- the fourth page

 24   in, you'll see some handwriting up at the top of Table
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  1   4.1A.

  2                  MR. ROBERTS:  Are you talking the one

  3           that ends in 703.

  4                  THE WITNESS:  Oh, yeah, it ends in Bates

  5           Number 703.  Thanks.

  6                  MR. ROBERTS:  So the Bates numbers are

  7           in the bottom right corner.  It should say 703

  8           at the bottom of it.

  9                  MR. WISNER:  4.1A.

 10                  MR. ROBERTS:  Right there.  So this is

 11           what he's talking about.

 12                  THE WITNESS:  Okay.

 13   BY MR. BAUM:

 14           Q.     You see the handwriting in the upper

 15   right?

 16           A.     Yes.

 17           Q.     It says "excluded 9 patients."

 18           A.     Yes.

 19           Q.     That's your handwriting, isn't it?

 20           A.     No.

 21           Q.     That's not your handwriting?

 22           A.     No.

 23                  MR. ROBERTS:  Objection.

 24   BY MR. BAUM:
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  1           Q.     Okay.  So it's dated August 10, 2001.

  2   You see the table date there?

  3           A.     Yes.

  4           Q.     Does this appear to have been produced

  5   in the ordinary course of Forest business?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  Yes.

  8   BY MR. BAUM:

  9           Q.     If you look at the -- if you look across

 10   the top, the total N numbers were 85 and 89 for the

 11   participants in the trial.  That ended up to 174.

 12                  Do you see that?

 13           A.     Yes.

 14           Q.     That number is the number with the

 15   unblinded patients included, and if you take them out,

 16   you end up with a number of 166, correct?

 17                  MR. ROBERTS:  Objection.

 18                  THE WITNESS:  Okay.

 19   BY MR. BAUM:

 20           Q.     And if you look down at the N numbers in

 21   the body of this table, you'll see that the N for the

 22   total placebo patients is 81, and the N for the total

 23   citalopram patients is 85.

 24                  Do you see that?
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  1           A.     Where are you looking, in the actual

  2   tables?

  3           Q.     Right there, this N.

  4           A.     Yeah, yeah.

  5           Q.     And if you go here, that's 81.

  6           A.     Right.

  7           Q.     And then over here, it's 85.  And

  8   throughout each of these weeks it's 81 and 85.

  9           A.     Got you.

 10           Q.     And that adds up to 166, correct?

 11           A.     Yes.

 12           Q.     So that's the number of patients when

 13   you exclude the nine patients who were subject to the

 14   dispensing error, correct?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Yes, it's consistent with

 17           the comment.

 18   BY MR. BAUM:

 19           Q.     And if you go over to the next page,

 20   you'll see that at Week 8 there's a P-value of .052,

 21   correct?  Right there, yes?

 22           A.     Yes.

 23           Q.     And so that's -- this is the table that

 24   ended up becoming essentially Appendix 6 in the study
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  1   report, correct?

  2           A.     Yes.

  3                  MR. ROBERTS:  Objection.

  4   BY MR. BAUM:

  5           Q.     And it was not made 3.1, which was the

  6   primary efficacy outcome, correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  Excuse me?

  9   BY MR. BAUM:

 10           Q.     This table was not used as the primary

 11   outcome measure; it was placed in the appendix of the

 12   study report, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  Yes.

 15                  MR. BAUM:  So now we can take a break.

 16                  THE VIDEOGRAPHER:  We will be going off

 17           the record at 2:32 p.m.  This marks the end of

 18           Media 7.

 19                  (Brief recess.)

 20                  THE VIDEOGRAPHER:  We will be going back

 21           on the record at 2:43 p.m.  This marks the

 22           beginning of Media 8.

 23                  Go ahead, Counsel.

 24   BY MR. BAUM:
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  1           Q.     So there was a meeting that was being

  2   held on August 10 in one of the earlier e-mails.

  3                  Do you recall that?

  4           A.     No.

  5           Q.     All right.  So that --

  6           A.     Oh, do I recall the e-mail that we

  7   looked at?

  8           Q.     Yeah, yeah.

  9           A.     Yes.

 10           Q.     That there was a meeting that was being

 11   held the morning of August 10 --

 12           A.     Yes.

 13           Q.     -- and that needed to get a run done

 14   with the unblinded patients excluded for that meeting.

 15           A.     Yes.

 16           Q.     Do you recall that?

 17                  MR. ROBERTS:  Objection.

 18   BY MR. BAUM:

 19           Q.     And then this is a run that's dated

 20   August 10 for that.  Do you --

 21                  MR. ROBERTS:  Objection.

 22   BY MR. BAUM:

 23           Q.     -- see that?

 24           A.     Well, yes, I know what you mean.

�

00337

  1           Q.     And so do you -- was it at that moment

  2   when you first learned that the -- with the excluded

  3   dispensing error patients, the P-value was greater than

  4   .050?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  I'm assuming that this

  7           meeting held on August 10th was held, it would

  8           appear that that would be the first time that

  9           those -- that that analysis was available.

 10   BY MR. BAUM:

 11           Q.     Is that the reason why the analysis

 12   excluding the patients was not used as the primary

 13   efficacy measure?

 14                  MR. ROBERTS:  Objection.

 15                  THE WITNESS:  That requires speculation

 16           on my part.

 17   BY MR. BAUM:

 18           Q.     Well, you and Amy Rubin and Tracey

 19   Varner essentially promised the FDA that the primary

 20   efficacy measure would exclude those patients, correct?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  We -- there was a proposal

 23           to the FDA that a primary efficacy analysis

 24           would be done in which those patients were
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  1           excluded.  I don't know what the response to

  2           the agency was.

  3   BY MR. BAUM:

  4           Q.     Okay.

  5           A.     Response of the agency was.

  6           Q.     And it wasn't a proposal.  It said we

  7   will not include them, correct?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  I'm not exactly sure, but

 10           it was -- but there is a description of a

 11           primary efficacy analysis excluding the eight

 12           patients.

 13   BY MR. BAUM:

 14           Q.     Okay.  And that says, for reporting

 15   purposes, the primary efficacy analysis will exclude

 16   the eight potentially unblinded patients.

 17                  Do you see that?

 18           A.     Yes.

 19           Q.     It doesn't propose that, it says it will

 20   not be included, correct?

 21                  MR. ROBERTS:  Objection.

 22   BY MR. BAUM:

 23           Q.     They will not be included, correct?

 24                  MR. ROBERTS:  Objection.
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  1                  THE WITNESS:  Still a proposal.

  2   BY MR. BAUM:

  3           Q.     It doesn't say may, it says will,

  4   doesn't it?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  Yes, it does say will.

  7                  MR. BAUM:  Let's go to the next exhibit.

  8                  (Document marked for identification as

  9           Flicker Deposition Exhibit No. 27.)

 10   BY MR. BAUM:

 11           Q.     This is Exhibit 27, which is

 12   MDL-FORP0050230, and it's to Paul Tiseo and Charlie

 13   Flicker from James Jin and Jane Wu, final draft tables,

 14   CIT-MD-18 dated August 10, 2001, which is the same date

 15   that we've been dealing with, correct?

 16                  MR. ROBERTS:  Objection.

 17   BY MR. BAUM:

 18           Q.     In these last two or three e-mails, the

 19   August 10, see there's a date of August 10?

 20           A.     August 10th, yes, August 10th.

 21           Q.     Okay.  And then in the upper right

 22   there's handwriting 9/13/01.

 23                  Do you see that?

 24           A.     Yes.
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  1           Q.     And does that appear to be your

  2   handwriting?

  3           A.     Yes.

  4           Q.     And then there's a circle around Charlie

  5   Flicker with an arrow going down to James Jin.

  6                  Do you see that?

  7           A.     Yes.

  8           Q.     Did you do that?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  That looks like my

 11           handwriting.

 12   BY MR. BAUM:

 13           Q.     Does this appear to be a document

 14   produced in the ordinary course of Forest business?

 15                  MR. ROBERTS:  Objection.

 16                  THE WITNESS:  Yes.

 17   BY MR. BAUM:

 18           Q.     And do you have any doubt that you

 19   received this document and sent something back to James

 20   Jin?

 21                  MR. ROBERTS:  Objection.

 22                  THE WITNESS:  It seems likely.

 23   BY MR. BAUM:

 24           Q.     And if you look at the next page, you
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  1   see your handwriting again on the next page?

  2           A.     Yeah.

  3           Q.     And that up in the upper right, there's

  4   a 7/17/01 date.

  5                  Do you see that?

  6           A.     Yeah.

  7           Q.     So it appears that your interchanging

  8   some drafts back and forth with James Jin with some

  9   suggestions of things to do, and one of the things

 10   suggested in July 17th was to provide an analysis with

 11   the subpopulation with these patients with the drug

 12   dispensing error excluded, then here's James Jin saying

 13   that he's returning to you a final analysis.

 14                  Do you see that?

 15                  MR. ROBERTS:  Objection.

 16   BY MR. BAUM:

 17           Q.     It's actually probably from James Jin

 18   and Jane Wu, and she's saying please let James know or

 19   it says please let James know, so it's probably

 20   actually written by Jane Wu in conjunction with James

 21   Jin.

 22                  Do you see that?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Yeah, I mean, these are
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  1           two separate memos at different times but...

  2   BY MR. BAUM:

  3           Q.     Okay.  So in this third paragraph here

  4   of the memo it says, "However, for the ITT population

  5   minus" --

  6                  MR. ROBERTS:  First page.  Hold on.

  7           He's on the second page.

  8   BY MR. BAUM:

  9           Q.     It says, However, for the ITT population

 10   minus the nine patients for which the treatment was

 11   unblinded at the beginning of the study, there were

 12   statistically significant treatment-by-age interaction

 13   with the CDRS-R, CGI-I, K-SADS-P.

 14                  Do you see that?

 15           A.     Yes.

 16           Q.     So it looks like Jin and Wu were

 17   complying with your request to have a run done with the

 18   nine patients excluded, correct?

 19                  MR. ROBERTS:  Objection.

 20                  THE WITNESS:  Didn't we already see

 21           that?

 22   BY MR. BAUM:

 23           Q.     Well, I'm just reading to you what this

 24   line says; is that correct?
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  1                  MR. ROBERTS:  Objection.

  2                  THE WITNESS:  Well, this looks like a

  3           different set of table.  This is obviously a

  4           much -- I mean, I'm assuming that these -- if

  5           this is associated with this, this is obviously

  6           a much larger set of tables.

  7   BY MR. BAUM:

  8           Q.     Yeah.  Okay.  What I'm trying to get at

  9   is this is saying that they did a run with the nine

 10   patients excluded, per this cover e-mail, correct?

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  Well, this is a full set

 13           of tables.  The run with the guys excluded was

 14           that little memo.

 15   BY MR. BAUM:

 16           Q.     Okay.  The one we just looked at before

 17   that said excluded nine patients, correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  Yeah.

 20   BY MR. BAUM:

 21           Q.     Here it says, "However, for the ITT

 22   population minus the nine patients for which the

 23   treatment was unblinded at the beginning of the study."

 24                  Do you see that?
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  1           A.     Yes.

  2           Q.     And it says "was unblinded" as opposed

  3   to potentially unblinded, correct?

  4                  MR. ROBERTS:  Objection.

  5                  THE WITNESS:  That's the language they

  6           use, yes.

  7   BY MR. BAUM:

  8           Q.     And that was Jane Wu and James Jin,

  9   correct?

 10           A.     Yes.

 11                  MR. BAUM:  We're going to go to Exhibit

 12           28.

 13                  (Document marked for identification as

 14           Flicker Deposition Exhibit No. 28.)

 15   BY MR. BAUM:

 16           Q.     Okay.  This is Exhibit 28,

 17   MDL-FOREM0002742.  It's an e-mail from Bill Heydorn to

 18   Evelyn Kopke dated 10/24/2001, notes from the

 19   conference call October 4 with attachment notes from

 20   conference call with PharmaNet, October 4, 2001.

 21                  Do you see that?

 22           A.     Yes.

 23           Q.     Okay.  And then if you look at the

 24   e-mail down below, it has you as one of the recipients
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  1   on the CC.

  2                  Do you see that?

  3           A.     Yes.

  4           Q.     And then if you look on the attachment

  5   it has as attendees for a conference call with

  6   PharmaNet dated October 4, 2001.  Forest is Charles

  7   Flicker, Bill Heydorn, James Jin and Jane Wu, and

  8   Evelyn Kopke and Gundi LaBadie for PharmaNet.

  9                  Do you see that?

 10           A.     Yes.

 11           Q.     Does it appear that you were involved

 12   with a telephone conference with PharmaNet on

 13   October 24, 2001?

 14                  MR. ROBERTS:  Objection.  You mean

 15           October 4th?

 16   BY MR. BAUM:

 17           Q.     October 4, sorry, October 4, 2001.

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  Yeah, it looks that way.

 20   BY MR. BAUM:

 21           Q.     And does this appear to have been

 22   produced in the ordinary course of Forest business?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Yeah.
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  1   BY MR. BAUM:

  2           Q.     Do you have any doubt that you

  3   participated in or sent or received any of the

  4   correspondence attached to this e-mail?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  A little bit.

  7   BY MR. BAUM:

  8           Q.     What's that?

  9           A.     I don't know.  I could have walked out

 10   on a meeting.  I could have never gotten it.  It

 11   doesn't look very familiar.

 12           Q.     Okay.  So let's take a look at some of

 13   the things that are itemized on the points that Bill

 14   Heydorn sent to you and Natasha Mitchner and James Jin

 15   and Jane Wu.

 16                  It says at Paragraph 9, "For secondary

 17   efficacy measures, no significant difference at the

 18   week 8 LOCF analysis.  There are some significant

 19   findings early on in treatment.  Forest looking at

 20   individual patient listings to see if there are any

 21   clues as to why week 8 findings were not positive.  For

 22   now, emphasize the positive findings at earlier time

 23   points for the secondary efficacy variables."

 24                  Do you see that?
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  1           A.     Yes.

  2           Q.     Do you see here that they're saying that

  3   the Week 8 findings were not positive for the secondary

  4   endpoints?

  5                  MR. ROBERTS:  Objection.

  6                  THE WITNESS:  It says no significant

  7           difference.

  8   BY MR. BAUM:

  9           Q.     It says as to why the Week 8 findings

 10   were not positive, correct?  This is Bill Heydorn --

 11           A.     "As to why week 8 findings were not

 12   positive," yes.

 13           Q.     Okay.  So it's characterizing the

 14   secondary outcome measures as not being positive,

 15   correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  It says the Week eight

 18           LOCF shows no significant difference on

 19           secondary efficacy measures.

 20   BY MR. BAUM:

 21           Q.     And it also refers to them as not being

 22   positive, correct?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  Yes, he says here not
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  1           positive.

  2   BY MR. BAUM:

  3           Q.     Okay.  And so here there is a plan of

  4   emphasizing the positive findings at earlier time

  5   points and for the secondary efficacy variables,

  6   correct?

  7                  MR. ROBERTS:  Objection.

  8                  THE WITNESS:  It says, "emphasize the

  9           positive findings at earlier time points."

 10   BY MR. BAUM:

 11           Q.     That's a little misleading, isn't it?

 12                  MR. ROBERTS:  Objection.

 13                  THE WITNESS:  I'd say it's putting a

 14           best foot forward.

 15   BY MR. BAUM:

 16           Q.     And not emphasizing the failure at Week

 17   8, correct?

 18                  MR. ROBERTS:  Objection.

 19                  THE WITNESS:  There's no -- there's no

 20           indication that those differences would be

 21           concealed.  It's saying that the emphasis will

 22           be placed on where there was significant

 23           differences.

 24   BY MR. BAUM:
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  1           Q.     That's what ended up happening in the

  2   study report, right?

  3                  MR. ROBERTS:  Objection.

  4   BY MR. BAUM:

  5           Q.     Yes?

  6           A.     I have no idea.

  7           Q.     You don't recall what we just went over

  8   today showing you that that's what --

  9           A.     Oh, the study report?

 10           Q.     Yes.

 11                  MR. ROBERTS:  Objection.

 12                  THE WITNESS:  I thought we were talking

 13           about --

 14   BY MR. BAUM:

 15           Q.     That plan was --

 16           A.     Is this a publication?

 17           Q.     This is the -- this Exhibit 28 are notes

 18   for -- points of note in study report for CIT-MD-18.

 19           A.     Oh, this refers to the study report?

 20           Q.     Yes.  And so this --

 21           A.     I thought it was a publication.

 22           Q.     No.  This is what was notes from a

 23   meeting that resulted in a draft of the study report

 24   that -- and there were plans here to refer to these
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  1   secondary endpoints, emphasize the positive findings at

  2   earlier time points for the secondary efficacy

  3   variables.

  4                  That's what was done in the study

  5   report, correct?

  6                  MR. ROBERTS:  Objection.

  7                  THE WITNESS:  In the efficacy writeup,

  8           the focus was on where there was a positive

  9           effect.

 10   BY MR. BAUM:

 11           Q.     And omission of the Week 8 negative

 12   effect, correct?

 13                  MR. ROBERTS:  Objection.

 14                  THE WITNESS:  That was available in the

 15           tables, but the writeup does emphasize where

 16           there were significant differences.

 17   BY MR. BAUM:

 18           Q.     Okay.  So next in Paragraph 11 says,

 19   "dosing error - some citalopram tables were not

 20   blinded."

 21                  Do you see that?  Paragraph 11?

 22           A.     Yes.

 23           Q.     And "the 9 patients who received

 24   unblinded medication were included in the main
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  1   analyses; a secondary post-hoc analysis of the ITT

  2   subpopulation was done.  Refer to these analyses

  3   briefly in methods and results and reference the reader

  4   to the appendix table."

  5                  Do you see that?

  6           A.     Yes.

  7           Q.     That's what actually happened in the

  8   study report, correct?

  9                  MR. ROBERTS:  Objection.

 10                  THE WITNESS:  It's certainly -- they're

 11           certainly referred to, and it did look as if

 12           the relevant analyses were in the appendix.

 13   BY MR. BAUM:

 14           Q.     And that's different than what Forest

 15   told they were going to do with the primary efficacy

 16   analysis relative to the nine patients who received

 17   unblinded medication, correct?

 18                  MR. ROBERTS:  Objection, asked and

 19           answered.

 20                  THE WITNESS:  Could you repeat that?

 21   BY MR. BAUM:

 22           Q.     Paragraph 11 saying that the post-hoc

 23   analysis of the ITT subpopulations with the nine

 24   patients being excluded being placed in the appendix is

�

00352

  1   different than what Forest told the FDA it was going to

  2   do when it excluded the nine patients and said that

  3   they were going to have that analysis be the primary

  4   efficacy analysis; this is different than that, isn't

  5   it?

  6           A.     Forest --

  7                  MR. ROBERTS:  Objection,

  8           mischaracterizes the document, asked and

  9           answered.

 10                  THE WITNESS:  Yeah, Forest proposed to

 11           the FDA to conduct the analysis of -- with the

 12           patients excluded as the primary.

 13   BY MR. BAUM:

 14           Q.     And this paragraph is saying doing

 15   something different, correct?

 16                  MR. ROBERTS:  Objection.

 17                  THE WITNESS:  This paragraph is not in

 18           agreement with that.

 19   BY MR. BAUM:

 20           Q.     Okay.  And also here it says "9 patients

 21   who received unblinded," not potentially unblinded,

 22   correct?

 23                  MR. ROBERTS:  Objection.

 24                  THE WITNESS:  The language here is
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  1           unblinded.

  2   BY MR. BAUM:

  3           Q.     And then it says, "dosing error - some

  4   citalopram tables were not blinded."

  5                  Do you see that?  It doesn't say

  6   potentially unblinded, it says were not blinded,

  7   correct?

  8                  MR. ROBERTS:  Objection.

  9                  THE WITNESS:  Well, I don't know what an

 10           unblinded table is.

 11   BY MR. BAUM:

 12           Q.     Well, here it's directly saying they

 13   were not blinded, which is more consistent with your

 14   saying that the blind was unmistakenly violated,

 15   correct?

 16                  MR. ROBERTS:  Objection,

 17           mischaracterizes the witness' testimony,

 18           mischaracterizes the document.

 19                  THE WITNESS:  What?

 20   BY MR. BAUM:

 21           Q.     You said that you thought that the blind

 22   had been unmistakenly violated, correct?

 23                  MR. ROBERTS:  Objection,

 24           mischaracterizes the witness' testimony.
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  1                  THE WITNESS:  I said that the integrity

  2           of the blind -- that there was a violation of

  3           the integrity of the blind.

  4   BY MR. BAUM:

  5           Q.     Is this language here more consistent

  6   with what ended up in the study report?

  7                  MR. ROBERTS:  Objection.

  8                  MR. BAUM:  Never mind.  Strike that.

  9                  MS. KIEHN:  So it's 2:59.

 10                  MR. ROBERTS:  It's 2:59.

 11   BY MR. BAUM:

 12           Q.     Take a look at Paragraph 7.  It says,

 13   "Note that study was not powered to look at differences

 14   within two subgroups (children and adolescents).  The

 15   sample size was calculated based on the anticipated

 16   effect size for the primary efficacy variable."

 17                  Do you see that?

 18           A.     Yes.

 19           Q.     Do you recall now that the MD-18 was not

 20   powered to look at the subgroup separately?

 21                  MR. ROBERTS:  Objection.

 22   BY MR. BAUM:

 23           Q.     It was powered to look at them together?

 24           A.     No.
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  1           Q.     Does this indicate that, though?

  2                  MR. ROBERTS:  Objection.

  3                  THE WITNESS:  That's -- yeah, that's

  4           what this suggests.

  5                  MR. BAUM:  Okay.

  6                  MS. KIEHN:  We're going to ask a couple

  7           questions in the event we don't reconvene so

  8           that we have it on the record.

  9                  MR. WISNER:  Sorry, in the event we

 10           don't reconvene, is that a possibility?

 11                  MR. ROBERTS:  Well, why don't we stay on

 12           record --

 13                  MS. KIEHN:  Anything is a possibility.

 14                  MR. ROBERTS:  -- ask the questions and

 15           then we can talk about this off record, all

 16           right?

 17                  MR. BAUM:  All right.  Go ahead.

 18   BY MR. ROBERTS:

 19           Q.     Okay.  Dr. Flicker, do you have an

 20   understanding as to why the primary efficacy analysis

 21   included the nine patients?

 22           A.     Do I have an understanding, excuse me?

 23           Q.     As to why the primary efficacy analysis

 24   did include the nine patients?
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  1           A.     I believe so.  I mean, it is -- it's

  2   not -- it's somewhat speculative, but I believe so.

  3           Q.     Okay.  Do you recall what that is?

  4           A.     What I think it was is that the

  5   statistical group insisted upon using the study's ITT

  6   population.

  7           Q.     Okay, thank you.

  8                  You gave testimony earlier that

  9   suggested that both Table 3.1 and Appendix Table 6

 10   should be examined, quote, by anyone receiving this

 11   study.

 12                  Who were you referring to when you

 13   referenced, quote, anyone reviewing the study?

 14           A.     For regulatory reviewers should examine

 15   the entire -- all the details.

 16           Q.     The FDA concluded that MD-18 met the

 17   threshold for statistical significance on the primary

 18   outcome measure, correct?

 19           A.     Yes.

 20           Q.     And the FDA had both tables, both 3.1

 21   and Table 6, correct?

 22           A.     Yes.

 23           Q.     Does presenting the primary efficacy

 24   endpoint of 0.3 -- of .038 in a poster or publication
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  1   and omitting mention of the post-hoc secondary analysis

  2   of the intent-to-treat subpopulation result in a

  3   misleading portrayal of the study results?

  4           A.     No.  Post-hoc secondary analysis was

  5   supportive, overwhelming body of evidence in the study

  6   clearly is indicative of a treatment effect.

  7           Q.     Because the result of the post-hoc

  8   secondary analysis is supportive of the result of the

  9   primary efficacy parameter, correct?

 10           A.     Yes.

 11           Q.     The difference is, quote, trivial, as

 12   you put it, correct?

 13           A.     I regard the difference as trivial, yes.

 14                  MR. BAUM:  I just --

 15                  MS. KIEHN:  Hold on.  No, not until we

 16           turn it back over.

 17                  MR. BAUM:  I'm objecting.  You are

 18           leading this guy.

 19                  MR. ROBERTS:  Okay.  Your objection is

 20           noted.

 21                  MS. KIEHN:  You're the master of

 22           leading.

 23   BY MR. ROBERTS:

 24           Q.     The results of the post-hoc secondary
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  1   analysis do not undermine the results of the primary

  2   efficacy parameter; is that fair?

  3                  MR. BAUM:  Objection, leading.

  4                  THE WITNESS:  Yes.

  5   BY MR. ROBERTS:

  6           Q.     Now, I would like to direct you back to

  7   Exhibit 14.  If you remember, this is Exhibit 14.  We

  8   lost it a couple times ago, but now it is found.

  9                  I turn you to the top of Page 2 of the

 10   fax.  So it says "Return of medication" is where I'm

 11   directing you to.  It says, "please return all patient

 12   kits," correct?

 13           A.     Yes.

 14           Q.     So the sites did not know which bottles

 15   contained pink pills, they were instructed to return

 16   all of the patient kits, correct?

 17           A.     Yes, they would have returned all the

 18   medication they had.

 19           Q.     Okay.  So now I'm going to direct you to

 20   Exhibit 21.  This is the FDA letter dated March 20th.

 21   You can try and find it within your pile, I actually

 22   think it's right over there, Exhibit 21.

 23                  Does this letter inform the FDA that

 24   there had been a deviation in the protocol procedure,
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  1   it affected the integrity of the blind?

  2           A.     Yes.

  3           Q.     Because it specifically says that they,

  4   quote, excluded the eight potentially unblinded

  5   patients, right?

  6                  MR. BAUM:  Objection, leading.

  7   BY MR. ROBERTS:

  8           Q.     You can answer.

  9           A.     Yes, it does refer to eight patients,

 10   eight potentially unblinded patients.

 11                  MR. ROBERTS:  Thank you, Doctor, that's

 12           all.

 13   BY MR. BAUM:

 14           Q.     Do you have to leave now?

 15           A.     Yeah.

 16                  MR. BAUM:  Okay.  So we're going to

 17           reserve our right to get the rest of our

 18           minutes and follow up and finish our

 19           deposition.

 20                  MR. ROBERTS:  Let's go off the record.

 21                  MS. KIEHN:  We understand your position.

 22           We'll take it under advisement.

 23                  THE VIDEOGRAPHER:  This marks the end of

 24           Media 8 and also the conclusion of today's
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  1           questioning of Charles Flicker.  Media of

  2           today's deposition will be transferred to the

  3           custody of Golkow.  We are going off the record

  4           at 3:05 p.m. on Friday, November 4th, 2016.

  5                  (Witness excused.)

  6                            _ _ _
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