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I N THE UNI TED STATES DI STRI CT COURT
DI STRI CT OF MASSACHUSETTS

IN RE: CELEXA AND LEXAPRO :MDL NO. 2067

MARKETI NG AND SALES PRACTI CES : Mast er Docket No.

LI TI GATI ON : 09- MD- 2067- ( NMG)

DELANA S. KI OSSOVSKI and : Hon. Nat haniel M Gorton

RENEE RAM REZ, on behal f of

t hensel ves and all others : Case No.

simlarly situated, : 14- CV- 13848 ( NM3)
Plaintiff,

V.

FOREST PHARVACEUTI CALS, | NC.
and FOREST LABORATORI ES, INC.,:

Def endant s.

OCTOBER 6, 2016

Vi deot aped deposition of STEVEN L.

CLOSTER, held at DEBEVA SE & PLI MPTON, LLP, 919
Third Avenue, New York, New York, comrencing at

9:27 a.m, before Margaret M Reihl, a

Regi st ered Professional Reporter, Certified

Realti me Reporter, and Notary Public.

GOLKOW TECHNOLOG ES, | NC
877.370.3377 ph/917.591. 5672 fax
deps@ol kow. com
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Q Who is Charles Flicker?

A At the tinme he was the nedical director
on the CNS group.

Q What would his responsibilities involve
to the best of your know edge personally?

A To the best of ny know edge, you know,
conducting clinical trials, making sure they were
proceedi ng as pl anned, review ng sone of the docunents
t hat woul d, you know, be devel oped as a result of a
clinical trial.

Li ke, for exanple, a final study report?
Yes.

Q Okay. Lawence O anoff is also listed
her e.

Do you see that?

A Yes.

Q And he was the executive vice president
of scientific affairs at that tinme?

A Ri ght.

Q Do you generally know what his
responsibilities were personally?

A | believe at the tinme he was head of all
the R&D activities at the conpany.

Q kay. And then Ivan Gergel, who is he?
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1 A Simlar, fromwhat | recall, he reported
2 to Larry and Charles Flicker reported to Ivan. So

3 Ivan, | believe, at the tinme oversaw all the prograns,
4 I ncl udi ng CNS and ot her prograns that we had ongoi ng at
5 the conpany.

6 Q Now, correct nme if I'mwong, |I'm not

7 trying to mscharacterize your testinony, but would it
8 be fair to say that at the top of the pyramd for these
9 three people, it would be Dr. Gergel, then Dr. O anoff
10 and then Dr. Flicker?

11 A No. It would be Dr. danoff, Dr.

12 Gergel, Dr. Flicker.

13 Q Ckay. Sorry. Thank you.

14 And then who are these other two people,
15 Edwar d Lakat 0s?

16 A | believe he was in the stats

17 depart nent.

18 Q Okay. Did you know hi m personal | y?
19 A | can't recall. Yeah, | don't know.
20 Q And Keith Rotenberg, do you know who

21 that is?
22 A Only by what it says on the page, that
23 apparently he was in regulatory affairs, perhaps the

24 head of regulatory affairs, | don't know.
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1 Q kay. And you don't know either Edward
2 or Keith personally, correct?

3 A Keith I don't. Edward it was a |ong

4 time ago, perhaps |I do, but it's too long to renenber.
5 Q Al right. Do you know what

6 M. Flicker's responsibilities were with regards to

7 Study 18 at that tine?

8 A No, not specifically.

9 Q But he was overseeing -- would be

10 overseeing the clinical trials related to

11  antidepressants, correct?

12 M5. THORNE: (bjection.

13 THE WTNESS: | believe that's true.

14 BY MR W SNER:

15 Q Al right. On Page 6 here, there's the
16  objective of the clinical trial -- sorry, Page 3. |
17 felt my owmn m stake there. Page 3, Section 5 it says

18  (Objective.

19 Do you see that?
20 A Yes.
21 Q And would it be fair to say that the

22 objective of this clinical trial was to neasure the
23 efficacy and safety of citalopramin treating both

24 children and adol escents with nmaj or depressive

ol kow Technol ogi es, I nc. Page 170



chall
Highlight

chall
Highlight


Steven L. d oster

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

M5. THORNE: (bj ecti on.
THE W TNESS: Right.
BY MR W SNER:

Q So based on the results in these tables,
none of the secondary endpoints reached statistica
signi ficance, correct?

M5. THORNE: (bj ecti on.
THE W TNESS: At Wek 8, correct.
BY MR W SNER:

Q And t he secondary endpoint was the
di fference between cital opram and pl acebo at Wek 8,
correct?

M5. THORNE: (Onj ecti on.
THE WTNESS: Right.
BY MR W SNER:

Q Al right. So none of the secondary
endpoi nts as pre-defined in the protocol net
statistical significance?

M5. THORNE: (bj ecti on.
THE WTNESS: That's right.
BY MR W SNER:

Q Turn to Page 14, Section "10.5 Efficacy

Concl usi ons. "

You see that?
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1 efficacy definition in a second. | haven't forgotten
2 about that.

3 You stated -- we've discussed this

4 potential unblinding that occurred in Cel exa Study 18,
5 correct?

6 A Ri ght, right.

7 Q Briefly, we didn't get into details, but
8 we discussed it briefly, right?

9 A Yes.

10 Q You understand that when those patients
11  who were the subject of that dispensing error are

12 renmoved fromthe primary efficacy results --

13 A Ri ght .

14 Q -- the study is no |onger statistically
15 significant, correct?

16 M5. THORNE: (Obj ecti on.

17 THE WTNESS: |'m aware of that.

18 BY MR W SNER:

19 Q Ckay. So if, in fact, the patients had
20 been renoved fromthe study, the prinmary efficacy

21  endpoint would have ultimately been negative, right?

22 M5. THORNE: (Objection calls for
23 specul ation. That's outside the scope of the
24 30(b)(6) notice. It calls for a hypothetical.
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1 To the extent that you have a personal opinion
2 on that topic, you can feel free to answer.

3 You' re not answering on behalf of the conpany.
4 THE WTNESS: So the question is?

5 BY MR W SNER:

6 Q Well, Ms. Thorne is trying to instruct
7 you that it's a hypothetical, but it's not a

8 hypot hetical, because they did conduct an anal ysis of
9 the primary efficacy endpoint, excluding those nine
10 patients that were subject to the dispensing error,

11 correct?

12 M5. THORNE: (bjecti on.

13 M5. KIEHN: You had said they were
14 renoved fromthe study.

15 MR. W SNER: Fair enough.

16 BY MR W SNER:

17 Q Can you answer that question | just

18 asked you?

19 A If they were renoved fromthe study, |
20 understand that the result would have been negative.

21 Q Ckay. And, in fact, when the di spensing
22 error occurred, Forest sent a letter to the Food and

23 Drug Administration; you' re aware of that?

24 M5. THORNE: (bjection, assunes facts

ol kow Technol ogi es, I nc. Page 295



lmchenry
Highlight

lmchenry
Highlight

chall
Highlight

chall
Highlight

https://www.baumhedlundlaw.com/consumer-class-actions/celexa-lexapro-consumer-fraud/forest-celexa-lexapro-misled-fda-docs/

