i {(Pages 31

9 to 322)

Joseph Biederman
February 27, 200%

Page 319

YOLUME 2 PAGES 119 -~ 613

Joseph Bisderman
February 27, 2009

Counsel for Plainiiffy:
Fleich Trammell, Esq

Page 320

SUPERIOR COURT OF NEW JERSEY 2 Lestie LaMacchin, Esq
LAW DIVISION - MIDDLESEX COUNTY Baifey Perrin Bailey LLP !
3 The Lyric Centre Building :
C ok r e e e e b e x ke et oA S0 Louisisma Sireet - Subte 2100
In re: Hisperdal/Seroquel/Zyprexa * q Houston, Texaz 77002 i
Litigation Case Code 274 + 43.425.7100 ~ Fax 713 292 2714 i
TR EEEEEEEE TR 5 Rrammzll@bphblaw.com i
v . fHamacchin@opbiaw com i
Alma Avila, as next friend of + i
Amber M. Avila, an individual case = 7 Tommy Fibich, Esq.
. Fibich Hampton Lecbron & Gasth, LLP i
v « clvll Actlon 8 401 McKinncy Sues! « Suite 1800
«  pocket Humber Houston, Texas 77010 i
Johnson & Johnson Company, Janssen * 1-G661-06 9 713.951.0025 ~ Fax 713 751 0030
Pharmaceutica Products. [ .P., a/k/a * 10 tibich@hlg-law.com
Janssen. L P et al. . 1% Kenueth W. Snith, Esq :
P T T Sheller, P.C :
12 1528 Welnw Strect - Ind Flootr
Fhifadelphis, Pennsytvania 19862
video Depositlon of Joseph Blederman. ¥ D . 12 215 799.7300 - Fax 285 546 8942 7
friday, February 27, 2009 " kamith@sheller com H
Dwyer & Collora, LLP 15 b
Federal Reserve Plaza - 12th Floor 1
600 ALlantic Avenue ' l;.‘;un;:l ;:;B;F:nd;n;:;:whmuln -?:—Jpe.hnsun Campan E
Boston. Massachusetts 62230 ? J::T"".‘C}.A';,c“:ﬁ"é:q uets. L i
Lt Deirdre R. Kolz, Esq. :
........... J. Edward varailo, RMA, CRR  ----wne-- 5B D;g‘;:ga?‘,:gie&?:a'}" te
Registered Professional Reporter Florhant Park. New Jorsey 07932
STRATOS LEGAL SERVICES LB ~ HOUSTGN. TEXAS 19 973.360.1100 ~ Fax 97;’360 9851 ;
713 4B1.2180 973.360. 11 |
jellrey.peck@dbr com :
20 deirdre keledbr com
i
William V Essig. Esq.
22 Drinker Biddic & Reath, LLP
19§ Nosth Wacker Srive - Suite 3700
23 Chiesga, Hlinois 6GGEH
3112.569.100¢ - Fax 312 369 3000
24 witliam.essigdfidbr com
2%
Stratos Legal Services Stratos Legal Services
800~571~1127 800~971-1127
Joseph Biederman Joseph Biederman :
February 27, 2009 February 27, 2008
Page 321 Page 322 |
1 1 INDEX :
Counsel for Defendant AstraZencen: 2 V
2 DWEMEtgﬁuwm:Em 3 DEPONENT PAGE ;
Dechent 1L 4 S—— B
3 Cira Centre 5 Joseph Biederman. M D -'j
2929 Arch Street . 6 byMr Fibich 327 :
4 Philadelphia, Pennsylvonia 19104 7 ;
215 994 4000 ~ Fax 215 994 2222 g :
> danatd legower@dechert com 9  BIEDERMAN EXHIBITS  FOR IDENTIFICATION  PAGE :
i0
7 .
. 11 17 CD labeled 2/26/09 Production 330
Counstl for the deponent, Br. Biedetssan: : "
8 Peter §. Spivack, Esq ' Respensive to Avila Subpoena of 12/16/08
Keith 8 E
9 Hogan& Hossom 1 LP 18 Printow Wednesday. February 25. 2009, 345
Cofumbia Square 13 from The Stanley Medical Research Institute }
L 555 Thirtesath Strest, N W website homepape (2 pages)
Washington, D C. 20004 14 i ] i
il 202 637,5600 - Fax 202 637 5910 19 Dr. Bicderman's response to 8/16/08 394 ;
puspivack@hhiaw com 15 Libby Seaman e-mail (Bates B-EQ002277 - 279)
12 iG 20 Newspaper reprint from The Washington 384
13 Post of Tuesday. February 15, 2005. titted
iq Videngrapher: 17 Going to Extremes, Experts Question Rise in
Shawn Budd, CLVS, Videographer Pedigtric Diagnosis of Bipolar [llness. a
15 Stratos Legal Services 1P 18 Serious Mood Disorder (8 pages)
1081 West Loop South - Suite 809 19 2% Anicle entitled Risperidone forthe 398
i6 Houston. Texus 77027 Treatment of Affective Symptoms in Children
17 ‘ 20 with Disruptive Behavior Disorder. A
18 Also ?“’5"3‘- S Post Hoc Analysis of Data from o 6-Week.
‘s G‘“"‘i‘ h fﬁl:_r;n:?y. \;u:_r[:abmp e 21 Maulticenter. Randomized. Double-Blind,
50 en behaif of Hogan & Hartson Faratlel-Arm Study. Joseph Biedesmon. M D |
21 22 published in Clinical Therupeutics. Volume
07 28, Movember 5. 2006 {7 papges}
23 23
24
24

Stratos Legal Sezrvices
800-971-1127

Stratos Legal Services

800-971-1127

e Kpage1 e



29 {Pages 113 to 116)

Joseph Biederman

Joseph Biederman

Stratos Legal Services
800~971-1127

February 26, 2009 February 26, 2009
Page 113 Page 114
1 Q. Are these the side effects associated with 1 medicines. R
2 Risperdal? 2 Q. Inan off-label population. Right?
3 A Yes 3 A, The use in children at that time was off-
4 4  label and two years ago has been approved.
5 5 MR, TRAMMELL: Objection, nonresponsive.
& 6
7 7
8 8
9 i 9
10 Q. The next point -- And, by the way, theuse |10
11  of Risperdal in the pediatric population was off- 11
12 label at this time, wasn't {t? 12
13 A Yes 13
14 Q  And what does that mean? 14
.5 A. Off-label means that the medicine is used 15
16 by physicians that is not specifically approved by 16
17  the FDA for that use 17 Q. One of the things you wanted to study was
1B Q  So it means a drug is being used for 18  the efficacy of Risperdal in preschoolers. Right?
19  something that the FDA hasn't approved it for. 19 A Yes.
20  Right? 20 Q. And hew old are preschool kids?
21 A. Yes 21 A.  Could you repeat the question?
22 Q. Okay. And so you were proposing to do 22 Q. How old are preschool kids?
2?3  research on off-label uses of Risperdal Right? 23 A.  Four to six.
2 4 A 1was proposing to do research on the 24 ). And what age range was Risperdal approved
25  efficacy and safety of risperidone relative toother 25 for at that time?
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1 A. It was approved, to my recoliection, for 1 from this disease or it's possibie that they're
2  individuals older than 18, 2 suffering from this disease in the preschool years,
3 3 the drug is used a lot in these Kids, we ought to
4 4 have some data o instruct doclors about whether
5 5  it's safe and effective to be doing this?
6 6 A Yes
7 7
8 ' B
9 9
Lo 10
A . 11
k2 Q. So what you're saying is there's evidence 12
13 thatis accumulating that kids or that pediatric 13 Q  Who makes Wellbutrin?
14  bipolar disorder onsets in these preschool kids, who {14 A. Bupropion was initially made by Glaxo or
315  1assume are three and four years old? 15  Wellcome, Burroughs Wellcome, and then when they
16 A Usuaily four to six. 16  merged I don't know who owns Wellbutrin. T think
07 Q. Okay. So pediatric bipolar disorder 17  GlaxoSmithKline, [ think.
18  onsets in four- to six-year-old kids coupled with 18
19 the fact that the drugs are widely used, despite 19
20 that, there's not a lot of data on efficacy. Right? 20
21 MR. PECK: Objectto form. It'sa 21
22  compound question. 22
23 A Onefficacy and safety, yes. 23
24 Q. And so basically what you mean is, what 24 Q. Did Janssen fund any studies that you did
25  you're trying to say is that we have kids suffering 23 tostudy other companies’ drugs?
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1 Q. And the purpose of the scientific process 1 trying to understand the diseases that the children
2 iswhat? 2 that are under my care are afflicted and how {0
3 A. You are in a study, you are lesting, you 3 better approach them therapeutically, with medicines
4 are addressing a question, you are testing a 4 and with psychosocial treatments.
5  hypothesis. You subject the data to statistical 5 Q. Now, you've already told us that you
©  analysis to examine whether the findings are chance | 6 consider yourself a world-renowned scientist.
7 ornot likely to be chance, and you draw conclusions | 7 Correct?
8  based on your findings 8 A. [ltisnot what | consider myself. It is
9 Q. His asearch for the greatest truth that S what others consider myself.
10 can be obtained. Correct? 10 Q  So you're familiar with your reputation
11 A.  Itis amethod to investigate. 11 across the world. Correct?
12 Q. And the method to investigate that you use 12 A, 1am familiar with my reputation.
13 requires that you be very precise. Correct? 13 Q. And your reputation is that you are a
14 A.  As precise as the field allows. 14 specialist in the field of bipolar disease in
15 Q. And you are a very precise individual, are 15  children?
16  you not? 16 A lam aspecialist in pediatric
17 A. lam. 17 psychopharmacology
18 Q. You are a very deliberate individual, are 18 Q. Which includes bipolar mania?
19  younot? 19 A, Itis one of many conditions that afflict
20 A. 1am not sure what you mean by that 20  children.
21 Q. Well, what you do is a result of your 21 Q. Well, [ thought you indicated 1o me
22 intentional conduct? 22 yesterday -- and correct me if Frmn wrong -- that
23 A, Well, what [ do is 1 ask questions that | 23 your two subspeciaities within the field of
24 have about how to improve the life of the people 24 psychopathology are bipolar mania and ADHD.
25  under my care. So all my research is based on 25 A lindicated that that's the predominance
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1 of my scientific work, not the only work that 1 do i A, Np, could be somebady related to this
2 orthe only type of research that [ do. 2 case,
3 Q. When the Grassley committee hearing or the 3 Q. Well, who?
4 Grassley investigation was initiated, you were the q A, Tdon't know. It'snot--Thaveno
5 subject of newspaper comments, were you not? 5 access to that information.
6 A, Twas. 6 Q. Well, the purpose for this is that in this
T Q. And I have today a copy of a page from The 7 document, and | only have one copy but I will
8 New York Times, November 23, 2008. Was that 8 represent to you that I'm going to read it
S approximately when this issue came to the public's 9 accurately, it says "Dr. Joseph Biederman, a
10 eye? Approximately. 0 world-renowned child psychiatrist” And that's how
11 A. November 2008, I think The New York Times |11 people see you, do they not?
12 published e-mails that you released to the press 12 A, Yes,
13 from some atternpt to quash the subpoena. Thisis 13 Q. Would you consider yourself the leading
14  what[ think happened in the paper in 2008, There 14  psychiatrist in the world for the treatment of
15 was an article, there are articles before that, but 15 bipolar mania or bipolar disease in children?
16  the 2008 [ believe is related to e-mails that you 16 A.  One of the leaders.
17  released to the press. 17 Q. Oneofthe leaders?
1.8 Q. You think I released something to the 18 A. {Witness nodded.)
19  press? 19 Q. Are you a footbalf fan?
20 A.  Obviously somebody released. 20 A. Fair-weather.
21 Q. Well, you said "you" and you looked at me. 21 Q. Fair-weather. We had a football coach in
22 Do you think [ reieased it? 22  Texas named Bum Phillips. You ever hear of Bum
23 A. Tam using the "you" generically. 23 Phillips?
@4 Q. Okay. So the "you" could be anybody in 24 A. No.
25  the world. Right? 25 Q. His son Wade Phillips is actually the
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1 opposite.” That research is not forthcoming. 1 That's the controversy.
2 So the people, the mostly vocal critics 2 MR FIBICH: Mark this as the next
3 are people that have not done any critical body of 3 exhibil, And we're skipping one but I'l come back
4  research disputing the findings. They're only 4 toit
S saying I don't like it, which in science is not the 5 MR. BURNEY: So I'm soiry. The number on
6 same. You're not having the same interlocutors by & thisis 19 or 207 You sajd the next exhibit but
7 saying [ don't like that. You can say it about a 7 we're skipping one.
8  hamburger or a hotdog but not in science In 8 MR. FIBICH: Hold on.
S science in order for you to say that this is not G THE WITNESS: Thisis 18
10 true, you need to show equal amount of work that 10 MR. FIBICH: This is going to be 20.
11  shows the opposite result, and that’s the dispute 11 MR BURNEY: This is going to be 207
12 Today pediatric bipolar illness is accepted by the 12 Okay.
13 practicing community. 13 (Biederman Deposition Exhibit 20 marked
L4 MR. FIBICH: Object to that as being 14 forideatification.)
15 nonresponsive, 15 BY MR.FIBICH:
16 BY MR FIBICH: i6 Q. Let me show you what I've marked as
17 Q. Do you disagree with this statement: The 17 Exhibit 20, Dr. Biederman.
18  diagnosis of pediatric bipolar disease is 18 A Mm-hmm
19  controversial? 19 3. And this is an article out of The
20 A, ldisagree. The controversy is about how 20 Washington Post, February 2005 Do you see that?
21  to best define, what are the best ingredients. 21 A, Mm-hmm.
22 That's the controversy, not that a group of children 22 Q. And if you would turn to page 3 and under
23 that are very sick with high levels of morbidity and 23 the heading Very Disturbed Children, read the
24 disability exist. That controversy is over. The 24 comments that are attributed to you, sir.
25  controversy today is about how to best define it 25 A, Mm-hmm.
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i Q. Did you talk to The Washington Post? 1 not compare myself to Galileo. :
2 A.  ldor’t remember who [ talked to, but 2 Q. Sir, P'm asking you, what she says is
3 apparently I talked to this person. 3 "Joseph Biederman, a professor of psychiatry at
4 Q. The comments that are contained in the 4 Harvard and one of the most forceful advocates of
5 first two paragraphs are comments of yours and you 5> the agpressive treatment of preschoolers, thinks
6  were quoled accurately. Correct? 6  bipolar disorder has been severely underdiagnosed in
7 A. This is not a quote, this is an 7 children.” ls that a correct staternent?
8  interpretation of what I said. 8 A, Thatis correct. That's a quote
9 Q. Is it a correct interpretation of what you 9 Q. Okay, that's a quote. And the next
10 said? 10 statement is "He likens the criticism he has
11 A. [said the same as I said to you. [did 11  encountered to the outrage that greeted Galileo's
12 not compare myself to Galileo. [ said that Earth 12 challenge to the notion that the Earth was flat.”
13 wasonce flat. The reporter is not quoting me here. |13 Is her interpretation of what you said accurate?
14 [t is her interpretation. She could have said that 14 Yesorno.
15 | am comparing myself to God. This is her 15 A, Yes, it was accurate.
18  interpretation of what [ said. I said that Earth 16 Q. And do you agree that you are one of the
17  wasonce flat. This is what [ said. 17 most forceful advocates of the aggressive treatment
18 Q.  Well, why didn't you compare yourself to 18  of preschoolers?
19  God? 19 A. Itis her statement about me.
20 A. Because [ am not God. | am saying that 20 Q. [didn't ask you if it was her statement
21 the interpretation of my statement is her 21  about you. I'm asking you if you apree that you are
22 interpretation. 22  one of the most forceful advocates of the aggressive
23 Q. Is her interpretation of your statement an 23 treatment of preschoolers.
24 accurate statement? 24 A Tam
25 A. 1 said that Earth was once flat. [ did 25 Q). Doctor, what is the purpose of publishing
Stratos Legal Services Stratos Legal Services
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1 that you do not consider the research you do to be 1 A. Fully. We have some ideas. For example,
2 what is termed clinical research? 2 the prolactin problem that we talked yesterday is
3 A. No, it is clinical research. 3 due to the effect of risperidone en a particular
4 Q. You what? 4 type of receptors in the dopamine system that are
5 A. ltis clinical research. 5 called dopamine 2 receptors. So other mechanisms
6 Q. Okay. There seemed to be some 6 are not fully known.
7 misunderstanding about that. 1 Q. Well, basically we know that Risperdal
8 Now, before we go any further, I'd asked 8  affects the chemistry in the brain. Correct?
9  you if you geaerally understood what was in the 9 A.  The hypothesis, the reason that
10  label for Risperdal. 10 risperidone, Clozaril and others are called atypical
11 A, Yes. 11 neuroleptics is because they exert influences at
12 ). And are you aware that the iabel contains 12 [east in two brain systems. One is dopamine and the
13 astatement that the mechanism of action for 13  otherone is serotonin
14  Risperdal is unknown? 14 (2. And do children's brains develop over
15 A, Corect. 15  time?
16 3. And what does that mean? 16 A.  Childrer's brain and adults’ brain develop
17 A. [t means that the exact way that the 17 over time.
18 risperidone and other medications work in the brain {18 Q. And are there any studies on the long-term
19 s not fully elucidated. 19  effect of giving children Risperdal for any period
20 Q. Well, I'm not interested in other 20 of time, the safety of that?
21 medications. I'm just interested in Risperdal with 21 A.  There are studies today of a few years,
22  respect to that question. Okay? 22 not more than a few years' follow-up. When a drug
23 A, Yes, yes. 23 s, say, brought 1o market there is a requirement
24 Q. What it means is we don't know really how 24  that there is at least one or two years of
25 itworks. Right? 25  follow-up, so | believe that risperidone has some
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1 type of follow-up data 1 followed the children that responded to risperidone,
2 Q. You believe 50?7 You don't know so? 2 our small sample, for a year. So we had some small
3 A. Tdonotknow for sure. AsItold you, | 3 dataon long-term effects
4 did not participate in the study so I do not know. 4 Q  You have anecdotal evidence from your
5 But that's a standard requirement of the FDA. 5  practice. Coirect?
6 Q. And of course if the drug is being used 6 A, No, it's -- Yes, | have anccdotal
7 off-label, then the FDA would not have required that | 7  evidence, but we followed in the studies of
8  type of study. Correct? 8  risperidone that we conducted, we followed those
9 A.  Physicians use all the time medicines 9 children that responded and were willing to be
10  available to them to help their patients off-label. 10 foliowed, we followed them for a year and we
11 s alegal activity; it's done all the time; and 11 collected data.
12 many of the discoveries in medicine, in psychiatry 12 Q. And my question is the long-term effect.
13  and other fields occurred through using medications {13 Are you aware of any published data that established
14  off-label. So off-label is not a bad practice 14 the safety of Risperdal on children for a long
15 necessarily. Only means that the pharmaceutical 15  period of time?
16  company has not yet conducted the clinical study. 16 A. The risperidone -- [ am not aware, but
17 In the case of risperidone, as you know, the pivotal 17  there is no data on adults either, on long-term
18  studies were copducted. 18 effects.
19 MR. FIBICH: Object to that as being 19 Q. [didn’t understand what you said.
20 nonresponsive. 20 A.  There is not only absence of long-term
2]  BY MR FIBICH: 21  data in pediatrics, but there is neither long-term
22 Q. What | was asking you was, were there any 22  data in aduits.
23 long-term studies of the effect of Risperdal on 23 Q. Sothis is a drug that we don't know how
24 children? And you said -- 24 it works and you propose giving it to certain
25 A. To my knowledge we, in our research, we 25  children under the age of six. Correct?
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