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2 APPEARANCES:
ooatssam 2 THE COURT: Are we ready to begin?
3 HILLIARD MUNOZ GONZALES, LLP azaoam 3 CRIER: Please remain seated until
BY: ROBERT C. HILLIARD, ESQUIRE s 4 the jury reaches the jury box.
4 STEVE SHADOWEN, JR., ESQUIRE
1zssam D (Jury panel enters courtroom at
Counsel for the Plaintiff
5 1arssam O 11:17 a.m.)
DRINKER BIDDLE & REATH, LLP 11gssam [ CRIER: Do you solemnly swear or if
6 BY: LAURA SMITH, ESQ. 1issAm 8 you affirm, do you affirm that you will
WILLIAM ESSIG, ESQUIRE 1gaam 9 faithfully listen to the evidence,
7 GREGG MACKUSE, ESQUIRE .
11gazam 10 determine the true facts and apply the
Counsel for the Defendants
8 11sasam 11 law in this case?
9 111gasam 12 (Jury panel responds: "I do").
10 1sasam 13 THE COURT: Ladies and gentlemen of
11
11sa0am 14 the jury, congratulations. You've been
12
13 1isssam 15 selected to perform one of the most
14 1agsean 16 solemn duties of citizenship. You're to
15 I i 4 sit in judgment of a claim brought by one
16 11g0iam 18 of your fellow citizens against others of
17
18 11900am 19 your fellow citizens.
19 1100aam 20 The services which you render in
20 111900am 21 this matter are as important to the
21 190am 22 administration of justice as those
22
3 11g10a 23 rendered by me, the judge or the
24 11g12am 24 attorneys for their respective sides.
25 11g16am 25 If you pay close attention to
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everything that is said and everything
that occurs throughout the trial, so when
it comes time for you to deliberate,
discuss the evidence and render a
verdict, the evidence will be clear in
your collective recollection.

I'm Judge Bernstein and I'm going to
preside over this trial.

Plaintiff's counsel may make an
opening address to you in which he
outlines his case. Defense counsel can
then make an opening address or they can
reserve their right to address you at a
later point in the trial.

After the opening statements,
plaintiff's counsel will present
evidence. He can call withesses to the
stand. He may offer exhibits or
documents, conceivably even physical
objects into evidence.

Each witness called by the plaintiff
will be questioned by the plaintiff. We
call that direct examination; and then
will be cross-examined by defense
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7

makes a record of everything that is said
throughout the trial.

When you go to the jury room to
deliberate on your verdict, if you find
that your recollection of a particular
piece of testimony has become uncertain
or confused, you may, I may, at your
request, allow the court reporter to read
a portion of the testimony back to you.

You should not rely on getting this
kind of help from the court reporter.

It's my expectation that this case is
going to take about three weeks, and
unfortunately, there's several scheduling
problems that I'll discuss with you later
on in the day.

So it's going to be a little bit of
an extended time, but I'm confident that
if you, as you attentively pay attention
to every witnhess, testimony will be clear
in your collective recollection when it
comes time to deliberate.

Now, this courtroom is right where
Broad Street hits City Hall, and there
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counsel.

Cross-examination is questioning
designed to test the truthfulness and
accuracy of what was presented to you in
direct examination.

At the conclusion of the plaintiff's
case, defense counsel will have an
opportunity to call withesses, and any
witnesses called by defense will be
subject to cross-examination by
plaintiff's counsel.

After all the evidence has been
presented to you, the attorneys for each
side will have a final opportunity to
make closing arguments.

I will give you the final
instructions as to everything you need to
know in order to render a proper verdict;
and perhaps I'll add some additional
guidance about how you may properly
conduct your deliberations as you will
then retire to the jury room to begin
your deliberations and reach a verdict.

We do have a court reporter who
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must be a regulation of some sort that
says emergency vehicles are supposed to
turn on their siren when they hit that
corner.

We've got a crowded courtroom. It
may get hot. We'll try to keep the air
conditioners off, but sometimes we'll
have to turn them on.

This may make it difficult to hear.
Any combination of these things, maybe an
attorney or witness speaks softly.

You'll have trouble hearing.

If at any time you're having any
difficulty hearing, signal Charles,
signal me, do something and we will do
everything necessary to make sure you
hear all the evidence.

Please do it as soon as you start
having any problems. If you stand up and
say, Judge, I haven't heard anything for
the last 20 minutes, there's nothing I
can do about it.

Counsel, with respect to the sirens,
if a siren starts, which they will, you
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o 2 can just stop, wait until it passes a asamm 2 You're not to share your notes with
oo 3 little bit and then start over. You asam 3 anybody. At the end of the day, we're
st 4 don't need any permission. Everybody nasaont 4 going to collect it at the end of the
waam D will understand what's going on. wasiom D trial, we're going to collect them and
s O You have notes and are permitted to nassom O shred them without anybody reading them.
sz T take notes, but you're not required to T The only time you can use your notes
wassn 8 take notes; and if you choose to take asssm 8 is during deliberations. You are
nassom 9 notes, you don't have to take extensive nassom 9 permitted at that time, if you choose, to
nassen 10 notes. masown 10 share your notes with anybody you want to
wassomn 11 If you take extensive notes for the nasomn 11 share it with.
masomn 12 first week, you don't have to keep it up masosam 12 Before that, you're not even to show
nazeoam 13 in the second week. Those notes are s 13 your notes to anyone.
wasoon 14 reminders to yourself and you can take as wasoon 14 As I mentioned, the most important
s 15 much or as little as you want. E— ) job of the jury is to judge the
masion 16 One of the most important things of wasiom 16 credibility of the witnesses and to
wasian 17 a juror is to evaluate -- perhaps the waszom 17 evaluate what weight is to be given to
nostone 18 most important thing for a juror is to sz 18 the evidence.
sz 19 evaluate the testimony being given to sz 19 By credibility, I mean the witness'
waszun 20 you. waszan 20 testimony's truthfulness and accuracy.
sz 211 You have to judge the credibility of naszomn 271 In judging credibility, you should
iz 22 each witness. Credibility is the nzsaam 22 use your own understanding of human
masoom 23 truthfulness and accuracy of what the wasson 23 nature and common sense. Observe each
p— withesses say in their testimony. nassonn 24 witness as he or she testifies; alert for
nzwsem 2D So note-taking should not be allowed s 2D anything in his or her words, demeanor or
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1 Bentley vs. Janssen - Trial - 9/24/12 - Volume | 1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
asoom 2 to divert your attention from evaluating wasaam 2 behavior on the witness stand or for
ka3 the witness' credibility. nasaont 3 anything in the other evidence in the
wasasn 4 They're merely memory aids. They're waosan 4 case, which might help you to judge the
wassmm D not evidence or any kind of official s D truthfulness and accuracy of the
wassan B record. So jurors who take few notes or wassom O testimony and thereby determine what
nawssm [ don't take any notes should not be o weight that testimony should receive.
masson 8 influenced by the fact that somebody else warosm 8 One of the things that you could
wasown 9 wrote something down. warom 9 look for is whether the witness answers
nasoma 10 They may have gotten it wrong. They naroemn 10 in a straightforward manner or whether
wason 11 may have gotten the texture a little bit waran 11 the witness' answers are given in any
nasoont 12 wrong. They may have written one thing norrean 12 kind of evasive manner.
mastom 13 down and they said the opposite in their wariom 13 It's my responsibility to decide all
wasow 14 testimony. If a note helps you to warzom 14 questions of law and, therefore, you must
wastom 15 remember, yeah, that is what the witness warasm 15 accept and follow my rulings as to
Spr— said, that's fine. narzean 16 matters of law.
wastomn 17 But you're not to think something is warzom 17 But I'm not the judge of any of the
naszam 18 accurate or even important just because v 18 facts and it's not my responsibility to
waszsn 19 somebody wrote it down. waraom 19 determine what are the true facts
naszam 20 The notes are confidential. They're narazm 20 concerning the claims presented.
masoom 21 not going to be read by anybody else. warasan 21 You, the jurors, are the only judges
wasoimn 22 When you leave the courtroom, turn it waniom 22 of the facts. So your primary
s 23 upsidedown. At the end of the day, narsomn 23 responsibility, the only ones with that
p—2 Charles will collect them and give them p— responsibility, is to weigh and evaluate
nzsaom 2D back to you the next day. narsom 29 the evidence, to find facts and applying
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the rules of law as I give them to you to
the facts as you find them to be to
determine whether the plaintiff have
proven any of the claims presented.

As we go through this trial, you're
to keep an open mind. The oath you just
took, you swore to do so; and that means
you should avoid forming opinions about
any disputed questions until you begin
your deliberations.

You should not talk to anyone about
the evidence or the case until it is time
to deliberate.

When I say you should not talk to
anyone, that includes the 15 of you.
When you assemble in the morning or when
you are asked to step out of the
courtroom or having lunch, you can
discuss anything in the world that you
want to talk about, except the case.

Only when you have heard all the
evidence and all the arguments and the
law from me do you know enough to
reasonably and properly discuss the case.
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that each side knows about, the evidence
that each side confronts, the evidence
that each side has a right to
cross-examine about.

If you're going to get any outside
influences, whether it's your grand
niece's comment or your neighbor's
thought or what somebody posted on
Wikipedia, they don't even know that's
part of what they have to deal with in
deliberations.

To the lawyers, the only things that
exist are the things that happen in open
court.

This is a very serious instruction;
you are not to discuss the case with
anyone. You're not to report on the case
to anyone and you're not to use any
social media about the case.

Now, what happens if you open the
paper tomorrow and there's a big headline
about the case? Well, first thing you do
is stop reading and the second thing you
do is tell Charles about it.
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So I say again: You're not to
discuss the case with anyone, and that
includes discussions amongst yourselves.

You're not to read any newspaper
stories about the trial. Avoid any radio
or television which might refer to the
trial.

And you're not to read any Internet
about the trial or messages about trial.
You're not to use social media to
communicate about the trial.

In the old days, we used to lock up
jurors until the trial was over to make
sure there was no such communications,
but just looking at you, I know we don't
need to do that.

But you're not to communicate to
anyone by any means about the trial, and
with respect to the Internet, you're not
to look up terms or situations or any
explanations that you want to get; and
the reason is that the case has to be
decided on the basis of the evidence
presented in open court; the evidence
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It's no big deal if you see
something, if you let us know about it;
but you're to avoid it. I'm not telling
you you can't watch the news. Butif TV
comes on about Courtroom 246, shut it
out.

You're not to visit the scene of any
incident or to make any investigation of
your own or conduct experiments of your
own.

It's just the same thing I've been
telling you: The only information about
this case, the only information on which
this case can properly be decided is what
comes to you while you are altogether
acting as a jury in the presence of the
Court and the attorneys.

It's your recollection when you
deliberate. It will be your recollection
of the evidence, not mine or the
attorneys on which you're going to have
to rely.

I'm telling you specifically, you're
not required to follow any opinion that

09/25/2012 12:19:02 AM
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wonoom 2 you think the attorneys have expressed. wosiom 2 is where it's clear to me the witness
oo 3 In fact, you're not even required to s 3 doesn't understand one of the words and
s 4 follow any opinion that you think I osaan 4 the lawyer hasn't picked up on that, so I
oo D expressed throughout the trial. wossm D may clarify use of different words.
s B Let me tell you, I'm not going to ossan B The admission of evidence at trial
NI express any opinion throughout the trial; NI is governed by rules of law and,
e 8 but if you mistakenly think I do, when osssm 8 therefore, it's my duty to rule on
ez 9 you deliberate, I'm telling you wossm 9 objections to the evidence made by
—] explicitly, you're not required to follow wasown 10 attorneys.
wazean 11 any opinion that you think I have wasoan 11 Objections occur in every case and
pozson 12 expressed. rasoom 12 there's absolutely nothing unusual about
nazsom 13 The statements and arguments that nasoam 13 them. What might be a little unusual, if
—— the attorneys make, they are not binding wasan 14 you watch courtroom things on TV, is the
S~ on you. They're not even evidence. — way I run my courtroom.
p— Nonetheless, it is proper for you to be S~ I don't allow the attorneys to make
4 guided by what the attorneys say to you waszan 17 argument in front of you. Generally, if
o 18 at the points where they're allowed to naszann 18 they object, I'll just rule. If I ask
sz 19 simply talk to you. waszn 19 them to say anything in front of you,
e~ It's proper for you to be guided by sz 20 it's going to be just a legal question, a
— what they say if their statements and e 21 legal basis, just to make sure it's not
rssoom 22 arguments are supported by the evidence | s 22 something I'm missing.
ez 23 and if they appeal to your own reason and | s 23 If there's any argument that is
——l judgment. N— needed, we'll do it at sidebar. We'll do
wssaran 25 The questions that attorneys put to E—— it in chambers if it's more complicated.

18 20
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o 2 the witnesses are not evidence. It's the wasam 2 I may even ask you to step outside so I
anasm 3 answers that the witnesses give under rosam 3 can hear oral argument or maybe even
oo 4 oath which is the evidence in the case. s 4 listen to a witness before I make a
wavem D You should not speculate that a fact wassw D ruling.
i B is true because an attorney asked the wasssm O So I think you'll find with respect
I question or even a whole series of S to objections, my rulings will either be
s 8 questions that assume or suggest that a s 8 like that (indicating) or I may take much
s 9 fact is true. wovon 9 longer than maybe you might expect to
—) It's the answer which is the only masosn 10 make sure that I get a proper ruling.
—— evidence. So when the attorneys suggest | o 11 My job is to make sure you hear the
roson 12 something and the witness says no, the st 12 right evidence. Your job is to evaluate
wosoom 13 evidence is no. Not what the attorneys nasism 13 that evidence.
s 14 suggested in the question. wasoan 14 If I sustain an objection, the
wosizan 15 It's possible but unlikely that I waszam 15 witness should not answer and you should
r— may question some of the witnesses naszomn 16 not consider any answer you may have
wosian 17 myself. In the event that occurs, the nassom 17 heard.
e 18 questions will not reflect any opinion on — I say "should not" because
nsazzm 19 my part about the case or the witness. nssam 19 sometimes, for many reasons, a witness
E—l My only purpose will be to inquire —l0) will answer a question even though there
woszran 21 about matters that counsel may not have —A has been an objection or perhaps even
roszon 22 fully explored or to seek to simplify ranson 22 after an objection has been sustained.
sz 23 issues which, in my opinion, had become nasaan 23 Maybe I took too long in ruling and
sz 24 unnecessarily confused. —li they thought they were allowed to answer.
sz 25 And the most common example of that | e 25 Maybe they're just unfamiliar with court
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s 2 and they didn't know they weren't oo 2 strike something from the record, if I
s 3 supposed to answer. Maybe they oo 3 tell you to disregard the answer, you got
wovsom 4 intentionally snuck in an answer to make | iwwu 4 to do it.
wonsw D sure that my objection was meaningless. |wow 5 If you're not going to do it, I got
oo © There are lots of reasons; maybe wonam 0 to start over. That's if I sustain an
w1 they didn't even hear the objection, said N objection. If I overrule an objection,
waromw 8 it softly. There's lots of reasons why a ISV - the witness will answer and the answer is
woriom 9 witness might answer a question even massom 9 in evidence.
s 10 though there has been an objection. p— 0] As I mentioned, we'll do a lot of
— If that occurs, I may not say —— work at sidebar. We'll go to chambers.
warson 12 anything. If there is an objection ponsan 12 Maybe in the morning when you arrive,
oo 13 sustained and you heard an answer, o 13 like this morning, there will be some
warzzw 14 disregard it. —— things that the attorneys and I have to
—— I also may use some magic words like | e 15 talk about.
— the jury is to disregard that answer, the ) You should not concern yourself with
—— objection is sustained, or the answer is —— what goes on outside of your presence.
sz 18 stricken. Magic words, stricken from the | www 18 My job is to make sure you hear the
S—ke) record. S—) right evidence. Your job is to evaluate
s 20 If you hear any of that, then you p—At that evidence.
waraom 21 are to disregard the answer, not discuss anoom 21 With those preliminary instructions,
o 22 it in deliberations and not even think oo 22 whenever you're ready, counsel, you may
s 23 about it. rsooom 23 address the jury.
—l Now, should that happen, if I say oo 24 MR. HILLIARD: Thank you, Your
——L) some answer is stricken from the record, | cmw 25 Honor.
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wansow 2 I got to make two decisions. The one roomw 2 May it please the Court, this part
s 3 decision is: Are you able to ignore what o 3 of the case allows me to share with you
waso 4 you heard? Is it so overwhelmingly ooz 4 what you're going to hear over the next
s D significant that it's too much to expect vz D few weeks. We've been working on this
oo © you to ignore what you heard? ooz © case for a number of years.
NI If that's the case, that's my N Now it comes to this. I want to
s 8 conclusion, then I got to send you all NIV - briefly acknowledge the 12 of you as the
wamow 9 home and start over with another 15 ooz 9 jury allowed under the amendment to our
sz 10 jurors. savaonn 10 Constitution, given the way the world is
- Obviously, we don't want to do that, oz 11 today, the power that you 12 have in the
aszom 12 particularly not after two and a half — United States is unparallel.
wazn 13 weeks of trial. sosom 13 It's appreciated by both sides, but
—— But there's another decision that I sanszn 14 just as a group, before you get down to
oo 15 got to make. It's not just, can you. o ) the work of this case, understand both
p— The other decision I got to make is that — ) how rare it is and how much power our
—— you ignore it; and if for whatever reason N—— Constitution gives this jury; and I thank
ranaomt 18 -- I think jurors could, but this jury is waron 18 you for that.
] not going to ignore it, I got to do the —— This case, at the end of the trial,
s 20 same thing. Excuse you all for your o 20 the evidence I believe will convince you
— service and start over. oo 21 by what's called a preponderance of the
s 22 I point this out only to emphasize o 22 evidence; and His Honor will tell you at
anson 23 the importance of the case being decided | ..o 23 the end of the trial what that means,
—T on proper evidence. So if I sustain an p—2i preponderance of the evidence.
L objection and you hear an answer, if I sarzme 25 See those scales over there on the
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oz 2 Court's bench? I bring my own with me s 2 school, but he'll be here to talk to us,
oo 3 when I go around. They've been following | osw 3 was prescribed this drug, and there was a
vzt 4 me around for a long time, but ot 4 devastating side effect.
oz D preponderance of the evidence, as the rasom D Again, you're going to learn that
s O judge will tell you, just means the rasoon O Johnson and Johnson, J & J, and Janssen
T greater weight of credibility of R knew about it, did not warn, and actually
UV evidence; and the only reason I start oo 8 covered evidence concerning -- I'm going
ez 9 with this at the end of the trial, I'm sz 9 to tell you what it is, it's a word
——] going to remind you of that when you sz 10 you're going to hear a lot; and before I
N— weigh the evidence, you have to make a raszom 11 got involved in the case the first time,
saraom 12 decision which evidence tips the scales. sz 12 I heard that word. First, I kept
sarasan 13 Please keep that in mind. wassom 13 mispronouncing it, then I misspelled it.
oo 14 I believe that the evidence will be N— But we got used to it so we used it
saraonn 15 overwhelming at the end of this case, p— ) a lot. When you hear it, you're not
— that this company made a drug called rassom 16 going to know what it is. Gynecomastia.
Y Risperdal, a drug that was not approved N—— I guess if you hear this word once,
razon 18 for use in children. It was a very wasiom 18 you're going to hear it 500 times.

——C strong, very powerful antipsychotic wasiaam 19 You're going to see it on exhibits

ezrzm 20 designed for schizophrenia in adults. mssnom 20 admitted into evidence. Experts will

— You'll learn schizophrenia is one of —i talk about it every time you hear this

iz 22 the most frightening mental illnesses we nasaom 22 word in regards to Andrew Bentley.

ez 23 have to deal with as a community. This s 23 Gynecomastia is female breast growth

—x company, the evidence will show you, asson 24 in boys. Gynecologists, female, gyne,

—L decided that schizophrenia in the United rassom 25 gynecomastia, female breast growth in
26 28
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o 2 States did not meet the marketing s 2 boys. You'll hear that word a lot.
iz 3 requirements to make enough money for rasom 3 Every time you do, please keep in mind
izt 4 this drug. oo 4 this is what it means.
wezam D I'm going to show you slides, but st D I'm going to speak louder because of
izsow O give you an overview what the evidence oo © the acoustics and Maureen is taking
NI 4 is. So they made a decision that they wastom T everything down. I'm going to show you
ezsow 8 would start to market and promote this UV - some slides of some of the evidence
s 9 very powerful drug designed for adults oo 9 you're going to see right now.
sasoma 10 with schizophrenia to children, to the saszomn 10 Risperdal is available in two forms.
- most vulnerable, the most needing of N Andrew took it orally.

o 12 protection. o 12 What antipsychotics are designed to
e 13 And instead of children with o 13 do, you'll learn, is disrupt normal

S schizophrenia, they decided they would wassom 14 functioning along the brain pathways; and
oo 15 market it and promote it to children who ) you'll hear from a doctor named Dr.

sz 16 had symptoms of mood disorders, conduct | s 16 Glaser who will be here tomorrow.
H—— disorders, you're going to learn; so N— He'll speak to you about what it

o 18 you'll see a drug designed specifically oo 18 does medically. Keep in mind the reason
T—) for a very -- to be very powerful because | o 19 this is important is because we have

rasson 20 they call it antipsychotic was used and waroon 20 developing children's minds that Johnson
S— marketed very aggressively and very sz 21 and Johnson, you're going to learn,

v 22 successfully, as you'll find out, very o 22 decided to market not based on the

e 23 successfully for kids. o 23 science but based on the arithmetic of
— My client, who you're going to hear wariom 24 the dollars.

—l from, probably at lunch now back in — You're going to hear, I have --
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araom 2 you'll see that around here -- atypicals? nsosoam 2 aggressively, you'll learn.
a3 You will hear that word a lot, but for st 3 They did it disingenuously. I think
varaom 4 some reason, they decided there was a wsroom 4 the strongest evidence is they did it
naramm D first generation antipsychotics and a nstam O untruthfully.
varom O second generation, and they decided that nsrism O For 13 years from the time the drug
v the second generation will be called st 1 got on the market until 2006, Risperdal
nareom 8 atypicals because the first generation st 8 was not approved by the FDA for use in
narasm 9 was typicals. nstom 9 children.
warsom 10 It means nothing more than that's wsuasan 10 Once it went on the market in '93,
varsom 11 the name they gave it. So if you hear p—— it spent the last seven years of the last
vz 12 atypicals, that just means second nsvsoan 12 century unapproved for children, and the
warsonn 13 generation. You're going to find out nsaoomn 13 evidence you'll learn is it was marketed
— P that there were a number of different w0 14 during that time and promoted during that
— ) options in second generation atypicals. p— ) time by Johnson and Johnson and Janssen
nasosm 10 And the reason you're going to learn nsziom 10 drug reps all over the country and in
p— 4 that that is important is because of this —— Texas and to this little boy's doctor for
vasaran 18 prolactin at the end of this case, long seosn 18 symptoms not diagnosed. Keep that in
nassom 19 after it's over, you will always probably nszam 19 mind.
nassam 20 remember gynecomastia and prolactin nszam 20 In '97, they asked the FDA, can we
— because you're going to hear it a lot, p——y be allowed to use this drug, this
vawsoan 22 prolactin, increase in prolactin, causing 1z 22 Risperdal for children? The FDA says,
nasrom 23 a side effect of gynecomastia. nszsom 23 no, absolutely not. Here's why: You'll
— Right now, I'm giving you the road nsassan 24 see the document that says you have not
sz 25 map of just the words so you'll be nsas 25 identified any pediatric indications for

30 32

1 Bentley vs. Janssen - Trial - 9/24/12 - Volume | 1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
naszsm 2 familiar with it. At the end of the nszsoam 2 which you believe Risperdal could be
sz 3 case, the evidence will show you that the a0 3 approved and you have provided no data.
nascem 4 simpleness of the facts in this case, nssosm 4 Keep in mind, ladies and gentlemen,
s O you'll learn after all the testimony is nssoam O that the evidence will be that the data J
iaosonn O in, is that a drug never meant for kids st O and J. Relied on to do this was not
nasam [ was marketed illegally and promoted nssram [ scientific data. It was math. It was
tavasn 8 illegally for kids in order to do one nestom O arithmetic.
naseom 9 thing for the company that decided to do sz 9 But the FDA doesn't want to hear
vasaonn 10 it; and you'll see the documents and sz 10 math and arithmetic. They want to see
S you'll hear the testimony of the very nsszsm 11 the scientific data. The FDA finally
Sp— first witness, as a matter of fact. nsszoam 12 said, if we approved this, it would serve
nassom 13 There was only one atypical that nssaom 13 only to promote the use of this drug in
wsoronn 14 raises prolactin, and this evidence is sson 14 pediatric patients without any
nwsozsma 15 going to come in to show you that there nsssama 15 justification.
nsozone 16 were options if an antipsychotic was nssson 10 You'll hear from my first witness is
e really needed for a high functioning e—— a -- he was a loyal Janssen drug
nsoaom 18 Asperger young man. nseoom 18 representative promoted to being the
nsocem 19 If, indeed, it was, there were other sswrom 19 boss. His name is Tony Jones,
—l options they did not use. You're going ——l() quarterback for Oklahoma State four years
nsoam 271 to learn how those other options were A only, one never to be starting
nsosam 22 shot down by Johnson and Johnson when the | szm 22 quarterback for four years.
nsoasnn 23 drug rep went into the doctors' offices sz 23 He had a long time at Janssen, and
nsossn 24 and they had addressed this very issue —_ what he was trained to do and what he
nsosonn 25 with the doctors and they did it very nsszont 25 trained the folks under him to do and
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what he did with the doctors, you'll
learn, and what was the national
directive, because the evidence is going
to show you that they are not allowed to
go off the reservation. They have to
follow the directives of what Johnson and
Johnson or Janssen tells them in relation
to the marketing.

You know what I mean? He calls it
meetings in a box. They would actually
get a box that had all the information
that they had to use in order to market
this drug. They couldn't deviate from
it. They couldn't add their own
additions to it. It was the national
directive on how to market this drug to
children and here's why:

There's just not enough
schizophrenics in the United States to
make the kind of money that marketing
documents you will see said they need to
make for this drug. Instead, they
started looking at moods and suddenly,
you'll learn from the evidence, that the
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symptoms in adults but symptoms in
children. I'm going to come back to this
in just a minute.

One thing you're going to learn is
the way it works, a drug company only has
-- there are book ends within which
they're going to make the money on the
drug, then lose what's called their
patent protection, and then the generics
come in and cut the prices.

So this is really the time period
that Janssen and Johnson and Johnson had
to make all the money they could make.

This is another phrase that is
unique to this case, but you'll learn a
lot about it. Off-label use. Off-label
means this label was designed by the, and
approved by the FDA for one thing and,
that is schizophrenia in adults.

If you go off the label, that means
you are using it for something that the
label says it's not approved for, off
label.

It is illegal for a drug company
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world financially opened up to Johnson
and Johnson in regard to the marketing
opportunities for very powerful adult
schizophrenic drugs as soon as they said
we're not going to do just schizophrenics
in adults anymore, we're going to move
away from that and start -- look not at
the diagnosis of adult schizophrenia but
just at the moods that psychiatrists may
find their patients, their pediatric
patients, to have.

And you'll also learn that this
marketing strategy and that's what it
was -- you're going to see a document
called the Risperdal Pediatric Marketing
Opportunity. You're going to hear
testimony about the fact that in 2000,
when this drug is not approved to be used
for kids, Johnson and Johnson is actually

creating a document to show how to market

to kids.

So the Risperdal pediatric market
opportunity spoke to the open market if
you can go after symptoms, not just
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through its reps to suggest, encourage,
compensate, recommend or tout Risperdal
for use in kids once they're inside a
doctor's office, because that is off
labeling.

They cannot suggest. They cannot
encourage. They cannot compensate,
recommend or tout.

The evidence in this case is that
Johnson and Johnson did every single one
of those in this case through the drug
reps, and the evidence will be that it
worked that this little boy was given
this drug because this doctor was given
information by this drug company which
was not true, not complete and
inaccurate.

This gentleman right here is Tony
Jones. Tony Jones did it better than
anyone else you'll learn. He'll be here
this afternoon to talk to you about it.
This is him receiving the award, the
president's award for how successful he
was for doing what he did for the
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oz 2 company. eosm 2 The evidence will show you that if
oz 3 And you'll learn that he says, look, orson 3 the truth of the test results came out,
ozt 4 I was an African-American straight out of oo 4 that this drug does this to boys, they
oo D college. They took a chance on me. 1 oo D couldn't sell a pill. No mom is ever
oz O was going to be loyal for them and I was reozoeem O going to say -- you'll learn that sure --
I going to ride for the break. They told T try it on my son.
weosom 8 me to do it. I did it. o 8 You'll learn testimony about how
nsseam 9 And he did, and he'll look you in reozaeom 9 they knew early on this would occur.
oot 10 the eye and he'll tell you that. This wozsoom 10 You're going to see this document and be
ooisom 11 man right here (indicating) is now the ozsom 11 able to look at it yourself.
reootseu 12 CEO of the entire company, Alex Gorsky. reoaszeu 12 But in 2000, before the first pill
w2oonsen 13 He was the head of this unit at the time, osen 13 went into my client, inside their own
eooisem 14 this Risperdal growth unit, and you'll eosooem 14 document, in their marketing document,
r2oorsom 15 learn that, under his watch, it went from r2osooom 19 they have something called barrier to
oot 16 200 million to a billion dollar drug. wosoom 16 using, obstacles to using Risperdal:
ooisem 17 He was then promoted to the head of oriom 17 Number one: Lack of FDA approval in
r2oorsom 18 Johnson and Johnson, the international reoszoom 18 pediatric patients, and I think the
reoorseu 19 company. He runs it. reoszsen 19 evidence will be that's where the
ooisem 20 Tony Jones will tell you that it was eoszem 20 analysis should have ended.
reoorom 211 Janssen's and J & J's national following reoszrom 21 Okay, they're not proof. Move on.
o020 22 to promote and market Risperdal for use o330 22 But they go on besides not being
oozem 23 in kids. osaem 23 approved, is there anything else that it
p— It came from the top. p— may do? If we go ahead and promote it
oozt 25 The drug reps that went into this rossrou 25 and market it to children, despite the
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ovsom 2 doctor's office, you'll learn he knew oo 2 fact it's not approved?
ooz 3 those drug reps. He was in the same rosaor 3 Inside their own documents, nothing
oo 4 region. He attended and got the same o 4 my experts have brought to you, but their
ovare D information they got. wosaru D own documents that we have: There are
oowen B There's going to be some science in oim O side effects, weight gain, lactation.
wooszu [ this about prolactin; and what prolactin I Lactation is not gynecomastia. Is it?
eoosen 8 does is when a woman gets pregnant, the oo 8 Well, you go to the page you're
eoroen 9 body says I'm pregnant, the pituitary osoom 9 going to see later and this is a page
oroem 10 glands allow prolactin to come out and wosorem 10 called Risperdal Disadvantages. In the
zorooem 11 then the breasts grow and begin to zosooom 11 marketing plan, they say one disadvantage
reoroseu 12 lactate. So when the baby is born, there reosioen 12 is more likely to cause increased
eoren 13 will be nursing. osioom 13 prolactin levels, gynecomastia and
worsen 14 That is the only reason for veosreen 14 lactation.
ovem 15 prolactin; and as you may have put oszem 15 2000, six mores years of off-label
worzzen 16 together, you're going to hear from the reoszeen 10 marketing in front of them, they were
eorzem 17 evidence that when a drug increases eoszoom 17 aware of what would happen to this young
worzien 18 prolactin in a boy, the prolactin doesn't reosssen 18 man. When a drug is approved by the FDA,
oren 19 know it's in the boy. It just knows it's rzosiom 19 as you will see from the evidence, they
oz 20 supposed to do what God designed bodies wosiom 20 have to give a warning and they have to
oraem 21 to do. zosiiom 21 tell doctors who read that warning what
eoraem 22 And as a fact, it did. And you'll 20510 22 the results of the tests are so that
oo 23 learn that, as a fact, this company knew osioom 23 doctors can look at it and make what's
p— that it would; and you'll learn how they —l called a risk benefit analysis.
r2orsoom 29 tried to hide that fact. r2osziom 29 Is the risk of giving this drug
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osaien 2 based on the side effects I know of oo 2 that they say to doctors of the world:
oszen 3 outweighed by the benefit of what this os 3 It is a rare side effect. That's the
sz 4 drug may do for my patient? oo 4 doctor. You'll see his video deposition.
s D Rare means one in 1,000. oo D You're going to hear, the reason
reosioru O Infrequent, one in 100. You'll see two ooz O alternate drugs to Risperdal is important
T tests, two studies that this company ran T is because this is a defective drug, will
ossrn 8 to determine what the effects of this cosen 8 be the evidence will show because of what
ossom 9 drug was in children called. wossem 9 it does to the prolactin level and the
p——] Study 41 and study 70. Study 41 and | wewe 10 side effects of gynecomastia, and that
zosooem 11 study 70 showed that boys got ooaom 11 there were drugs that were not defective.
reosomn 12 gynecomastia, not rarely, not r2onssem 12 If they decided an antipsychotic was even
ovoeen 13 infrequently, not even frequently, but osaen 13 really necessary, that would not have
osiom 14 4.8 percent of the time and 12.5 percent wossom 14 done this.
) of the time; and the reason that will be reossen 15 But the doctors did not consider
reosrsen 10 important, when you hear the doctor's reosacen 10 that option because the information given
ooiom 17 testimony, Dr. Johnson, and he sees that ovsoom 17 to them was false or misleading.
reoszzem 18 -- you'll watch his video. He's from reonsom 18 You see up here there's Risperdal
reoszirn 19 Sherman, Texas. I believe you will see —— e and Invega. The patent ended in 2007.
rzoszem 20 the shock on his face when he sees this rzosoiem 20 Well, J & J or Janssen started making
e result. His testimony will be that: 1 I another drug called Invega, which had the
reosaien 22 would have told mom. r2osseu 22 same problem.
rosaom 23 One of the issues you may be asked oo1som 23 You'll see that, as soon as the
y—x to consider is did they warn about this y—! patent ended and the generics could step
wossom 25 problem and this drug? You'll see the p—L in, Invega came into the picture.
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ossom 2 label itself. Right there, you're going oozem 2 February 21st, 1995 is when Jennie
oo 3 -- gynecomastia is considered what's oz 3 had a little boy named Andrew. Andrew
oo 4 called an endocrine disorder, and in eoosen 4 has Asperger Syndrome. You'll get to
oo D their warning, they say in their label, ooz D talk to him. You'll learn that Asperger
orem B very end of their label, they say that ooaem B Syndrome is high functioning. They focus
worem 1 gynecomastia is what they label rare. T 4 on things they like.
eomsm 8 So you can learn when a doctor reads oowem 8 He loves his Internet radio that he
eoren 9 that and he sees that gynecomastia, which | cow 9 started and you're going to hear, I
omoen 10 is a debilitating and embarrassing and p—_—T0 promise you, all about it because that's
— devastating side effect is to occur, will —k his life. No doubt he'll share that with
reorzsen 12 be rare, one in 1,000. What he would not | wesen 12 you.
orzeem 13 see is that at the time of test results, reovsoom 13 So he starts Risperdal at age five.
worsen 14 41 showed 5.5 and 70 shows 12.5. R He's on it about five months. He then
oraen 15 Those two tests you're going to hear rwoem 15 goes on it again; and keep in mind, as
reorasn 16 about. You're going to hear direct o 16 you see this, you're going to hear from
oraom 17 testimony on. You're going to see the T I Tony Jones, the drug rep, that drug reps
woraem 18 results. You're going to see the w02 18 go to the doctor's office and talk with
orsom 19 children who Janssen recognized and ozem 19 the doctors about, are your patients on
orsen 20 acknowledged had gynecomastia from the | oz 20 Risperdal or I notice you took a patient
— use of those pills. oz 21 off of Risperdal, can we talk about that?
rzovoem 22 So there's no doubt you're going to 202om 22 That's the conversation and the scrips
reonosem 23 learn from the evidence that 2020 23 that you will see drug reps use with
p— gynecomastia, female breast growth, is a — doctors such as Dr. Johnson.
wosoem 25 frequent side effect of this pill, and —l 2007, Jennie notices that Andrew has
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s 2 developed breasts. An ultrasound that sz 2 The second one is the one I told you
rosan 3 you'll see confirms gynecomastia, breast a3 about before. Rare. Remember that?
s 4 tissue inside this little boy. This is isaen 4 They say in their warning that it's rare
wnen D one of the callers for this doctor, and s D when their own test results say it's more
e O the J & J drug rep on 1-16-03. wisaseu O than frequent. It was hid. It was not
TP 4 On 1-16-03, you're going to learn s T shared. There were consequences as a
2o 8 Andrew is not on Risperdal right now so issom 8 result of it.
wisen 9 the drug rep goes to this doctor on issien 9 The third one is the biggest, and
reraem 10 January 16th, '03 and these are the rersseom 10 you'll learn about it through two
— comments. r— experts. Some time in '06, Johnson and
T The doctor is a big Risperdal wosoren 12 Johnson or Janssen went to the FDA again,
i 13 supporter/speaker, and child and what s 13 and they had been going back to the FDA
w14 Tony Jones will tell you, they would r— in the early 2000s; yeah, we really want
w15 recruit doctors to be speakers, — ) to get Risperdal approved. The FDA would
s 16 compensated speakers. They would fly wsiom 16 say, no, you'll see the document saying
— them to -- for this doc, Beverly Hills, — not approved, and it happened a number of
arsen 18 Four Seasons in California to be a wrazen 18 times.
oo 19 speaker; and I think you're going to hear worszen 19 Finally, they provided the FDA with
—l0) from the testimony that the connection of reszsen 20 what you're going to learn is the Finley
rerzoim 211 those dots is not rocket science. resoim 21 Paper. The Finley Paper was presented to
w2107 22 That's the ultrasound confirming r2sospu 22 the FDA and as a result of the Finley
ez 23 gynecomastia. s 23 Paper, the FDA approved Risperdal for the
—l I want to briefly share with you -- s 24 limited purpose of irritability and
w210z 25 I have it written. I'm not going to take wsiren 25 autism.
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ez 2 these documents out, but you will see s 2 You're going to find out when you
enam 3 them. There's three issues through this oM O look at the Finley Paper that there was a
s 4 witness stand and the documents that sz 4 result in the Finley Paper that showed a
woxm D you're going to learn about that go to wsam D connection between Risperdal and
euam B the gross negligence and punitive damage s B gynecomastia that never made it to the
e part of this case. R final paper.
w8 Issue one: Drug reps were taught to o 8 In other words, yes was changed to
rezaren 9 tell these doctors that this gynecomastia sz 9 no. You'll see the yes. You'll see the
isen 10 was a class effect. That means they all wssazen 10 final paper. More importantly, you will
— do it, all of the drugs do it, not just r— see a document presented to the FDA by
rezsorn 12 Risperdal. ressaren 12 this company that makes an absolutely 100
K Flat and false. You will see an ressorn 13 percent false statement, unequivocally
renoen 14 internal document where a Johnson and —— false.
w15 Johnson scientist says: We can't say —— ) And after that, this drug was
— ) that. Not true. r— approved; and I tell you this because one
——— But Tony Jones will tell you, if a — of this jury's responsibilities in this
P— ] doctor says, what about this breast r— ] case is to determine, okay, what do we do
—) growth in boys? Their response they were — ) about it? The Finley study was a false
rennzen 20 trained and told to say was, look, Doc, ressoaen 20 study based on the science, but it
— they all do it. It's not just us. It's — worked; and they got FDA approval.
sz 22 just atypical antipsychotics, and Tony resosen 22 The human consequence to this little
r2ssoru 23 Jones will tell you the doctor will say, sz 23 boy when you hear from his mom and you'll
—l okay, I get it. — hear from him, but you're not going to
r2sssu 25 Absolutely a false fact. sz 25 hear about it from him. You'll hear
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about it from her.

You're going to appreciate this
little boy who has what's called texture
sensitivity. That means a lot of
Asperger children don't like things on
their skin; it feels bad and they can't
get comfortable with it, and he has that.

You're going to see photographs of
his breasts. When I was talking to him,
you're going to learn he gave his
permission, and it's personal and
embarrassing, but it's what happened.

And his hope is that he will have --
he'll, as you'll learn, he'll get surgery
to have them removed, but the sensitivity
of his breasts and nipples are
excruciating; and as he tells his mom, a
man should be able to walk around without
a shirt, and he can't.

So you're going to hear about the
effect on him and the effect on this very
dedicated mother; and it is part of this
case. It is part of no sympathy
involved.
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the case with anyone.

(Jury panel departs courtroom at
12:18 p.m.)

THE COURT: Counsel, we've got a
minor potential problem. You're going to
have exhibits on the podiums. When we're
leaving the jury, whoever is responsible,
let's make sure there's no possibility of
any juror slipping or tripping.

Anything further before we break for
lunch? See you at 20 to 2.

(Luncheon recess.)

(Jury panel reenters courtroom at
1:40 p.m.)

MR. HILLIARD: With the Court's
permission, I'm going to move so I can
watch the exhibits.
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It is the true consequence of
conduct that this jury is going to have
to consider in order to determine what to
do, and you can't do it till you know,
and you will know at the end from the
testimony of Jennie and from the spirit
of this young man.

Ladies and gentlemen, I do
appreciate you're on this jury, and thank
you on behalf of plaintiffs in being
willing to sit in Judge Bernstein's
court, and I really look forward to
trying this case.

Thank you very much.

THE COURT: Do you choose to open or
are you reserving?

MS. SMITH: I choose to open.

THE COURT: It's my understanding
that defense opening may be as long as an
hour and a half, so we're going to break
for lunch at this time.

I will ask you to return at 1:40.
Between now and when you return, you're
to keep an open mind and don't discuss
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THE COURT: Sure.

MS. SMITH: Ladies and gentlemen of
the jury, as you know, I'm Laura Smith
and with me is Bill Essig and Greg
Mackuse.

We're honored to be here today and
for as long as this trial may take
representing Janssen Pharmaceuticals. As
we discussed during jury selection last
week, Johnson and Johnson is also a
defendant we represent.

Janssen is a wholly owned subsidiary
of Johnson and Johnson, but Johnson and
Johnson is not involved with the drug,
Risperdal.

We also represent Janssen Research
and Development which is, as you can
imagine, the company that researches and
develops new drugs.

They're a defendant too, but I think
this will become very clear; they too
were not involved in the issues in this
case.

So throughout the case, I will refer
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to Janssen Pharmaceuticals as Janssen,
and I think you will hear other witnesses
do that too.

Let me say, on behalf of Janssen, at
the very beginning of this case, that we
deny the allegations that Mr. Hilliard
just went through with you. This case is
about one person, Andrew Bentley.

You will see that Andrew had and
still has very serious mental problems
and diseases. You will see, primarily
through his treating physician, that
Risperdal really helped Andrew.

The only injury, the only injury
being claimed in this case is the
development of small breast growth, and I
anticipate that not one witness, not even
the ones Mr. Hilliard hired, will get on
that witness stand and tell you that they
know whatever kind of breast growth
Andrew had when he was going through
puberty was due to Risperdal.

I know you will hear that Risperdal
has been continuously on the market for
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word picture of the case as a whole.

Over the next two to three weeks,
you will get pieces of this picture one
withess at a time or one exhibit at a
time, and I hope you can refer to this
opening statement to see how all of the
pieces fit together for the complete
picture.

I want to thank you on behalf of
Greg and Bill and Janssen for your
undivided attention while you're here in
this courtroom.

After you listened to Mr. Hilliard a
few minutes ago, you may think this case
is about something that happened at the
national office, but it's not.

This case is about one person,
Andrew Bentley. Andrew is 17; and as a
minor, he cannot file a lawsuit himself,
so it was brought in the name of his
mother; but this case is about him.

It is complicated and simple. I
know you think that's lawyer talk, but in
a minute, I think I'll show you these are
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almost 20 years, fully approved by the
FDA.

As we go through this trial, I think
it will become abundantly clear to you
that Risperdal, in fact, was a very good
choice of Andrew's treating physician to
treat him.

I know you didn't exactly volunteer
to be a juror and volunteer to be here,
but our system of justice only works with
the jury system.

Anybody can sue anybody else and
claim anything they want to claim, and it
comes down to you, as a juror, listening
to the testimony and finding the truth
based on the evidence and the law that
His Honor will give to you.

The Court gives us this one chance
to talk to you about what we anticipate
the testimony and issues will be. It's
called an opening statement.

I think of it like if any of you do
jigsaw puzzles, I think of it like the
front of a jigsaw puzzle box, but it's a
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the witnesses that I anticipate you will
hear from. Can you all see this okay
over there?

Of these witnesses, these right here
under "facts" are the only ones that have
factual knowledge of what's involved in
Andrew's particular case.

Dr. Vernon Johnson -- and we'll talk
more about him in a minute, but he's been
Andrew's treating psychiatrist since
Andrew was four and a half years old,
continuously; Andrew himself and his
mother.

There will be three psychiatrists
that testify because issues in this case
concern psychiatry. Two of them, Dr.
Johnson, the treating physician, and Dr.
Ellen Gandell ~ are pediatric
psychiatrists.

Dr. Johnson, you will hear, has a 60
percent practice in pediatrics and 40
percent in child and adolescents, and Dr.
Gandell is solely child and adolescents.

The red dots are the witnesses that
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we will call in our case. If, for some
reason, they don't play Dr. Johnson's
video, we, of course, will, but those are
the witnesses we will call.

Endocrinologists, you will hear that
endocrinologists study the endocrine
system. Prolactin, as Mr. Hilliard told
you, you're going to be experts on
prolactin at the end of this trial, but
that falls squarely in the specialty
field of endocrinology.

The issues in this case concern the
FDA and the label by Janssen for the
drug, Risperdal, as you will hear from
two witnesses on that, and we're going to
talk more in a minute.

But the Pharmacovigilance is the
safety, the study of the safety of a
drug, and you're going to hear a lot
about that; and clinical trials is a big
part of this case.

So those are going to be the
witnesses that you will hear from.

When I look at a case, I always want
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She took him to be evaluated for the
first time when he was two years old, and
he spent the next two and a half years in
an outpatient preschool setting with a
rehabilitation center in Sherman, Texas.

If any of you know where Dallas is,
Sherman is about 60 miles north of Dallas
so it's in that area of Texas.

You will hear that from the time he
was two years old, Andrew was found to
have a very severe language problem,
which you'll hear about, and severe
problems with fine motor activity,
hand-eye coordination.

He spent about two and a half years
in a preschool program at the
rehabilitation center and his mother took
him out when he was going to start
preschool in the fall, and he went in a
school for disabled children in the fall
of 1999.

She will tell you and the records
show that it became apparent almost
immediately that Andrew's problems were
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to start with what are the basic
questions? Because every single witness,
every single witness will address one or
more of these questions.

So I want to start with the first
question because this is what the case is
about.

As you know from what Judge
Bernstein told you, the plaintiffs go
first in calling their witnesses, and
they can call them in whatever order they
want to, so I don't know when, in the
course of this trial, you will hear
exactly from Ms. Rolen, Andrew and Dr.
Johnson, and I think knowing Andrew's
particular history is exceptionally
important in getting the big picture of
what this case is actually about.

His history is taken solely from the
medical records, and therefore, this part
is undisputed. Andrew was born in
February of 1995. His mother will tell
you that he was delayed in his
development from the very beginning.
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much more than just language and fine
motor.

She took him to see a psychiatrist,
Dr. Vernon Johnson, and for the next all
the way up to the present, 13 years,
Andrew has been under Dr. Johnson's
continuous care.

He has seen other physicians and we
will talk about them as the trial goes
forward; but for his mental and
behavioral issues, Dr. Johnson has been
his primary physician.

When Dr. Johnson first saw Andrew in
1999, he immediately started him on
psychiatric medications, and he's
remained on various psychiatric
medications up to the present time.

Some people may question the use of
such strong medications as Andrew has
been taking for the last 13 years,
especially starting when he was so young,
but no one in this case questions that.

These decisions were made by Dr.
Johnson, his treating physician, and
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o 2 every single person involved in this case oszru 2 tried, through Dr. Johnson's
ot 3 dealing with this issue acknowledged that oz 3 prescriptions, almost every one, if not
eovsen 4 Andrew needed the medications that Dr. oszoen 4 every one, second generation
eosew D Johnson prescribed for him. oz D antipsychotics.
wossen O So as to question number 1, the oossoru O The psychiatrist will tell you that
e answer will be undisputed that he needed osoasseu 1 even before -- even before the second
w0 8 those medications. What were Andrew's s 8 generation came out -- and Risperdal was
| problems? Mr. Hilliard said it's just P | the first one in 1993, all they had were
ooozreen 10 Asperger Syndrome, but I think when you osonaeen 10 these older antipsychotics; none of them
ozen 11 see the medical records and we go through | couses 11 were approved to be used in children.
ooozzien 12 Dr. Johnson's history and you hear e None of them.
ozozzoen 13 everyone, you will see that Andrew's ozonseu 13 But the psychiatrist gave them to
0w 14 problems are much more diverse and much | cousses 14 the children because they needed them in
oosen 15 more severe than just Asperger Syndrome. | wuses 15 order to function.
oozaen 16 You will hear testimony during this osouseen 10 They will tell you that there were
——4 trial about each one of these, and you pr— limitations with those, and that's why,
ooozaen 18 again are going to know more than most oaososen 18 when the second generation came out, it
oaozasen 19 people about these various diagnoses o— was such a blessing.
oozssen 20 before this trial is over. o20s0seu 20 You will hear about positive and
czozsirn 21 At the bottom, you will see a list czosseu 21 negative symptoms, and I'm going to --
caozsern 22 of medications. These are all of the caosseu 22 we're going to get to that as it goes,
0w 23 medications, the psychiatric medications oaoszen 23 but you're going to hear why Risperdal
or——i that Andrew has taken throughout his o2osziom 24 was felt to be such a miracle drug when
2010w 25 life. ooz 25 it first came out.
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oz 2 There's been antibiotics, all of the 2oszou 2 The older ones only treated positive
oo 3 other kind of medications, but ozoszeu 3 symptoms like hallucinations and
" psychiatric medications, these are the aossrn 4 dilutions and hearing voices, and Andrew
ozoisem D ones that Andrew has been on. ozosasm D had all of that; but the newer ones,
wnz 0 All of them were prescribed by Dr. osizrn 0 Risperdal and the other newer ones, also
ozoszeen T Johnson, when you hear him testify as to ozosaoeu [ treated negative symptoms like withdrawal
s 8 why, why he believed these were very o 8 from social interaction and emotions and
e 9 important to Andrew. ossn 9 disorganized thoughts and Andrew had all
oossien 10 This first heading is called oaossseu 10 of that.
o2osseen 11 Antipsychotics, and you heard a little o20ssoeu 11 The second generation also had fewer
ozosaoen 12 bit from Mr. Hilliard about that. You por—— of the worse side effects, like sedation
osarn 13 will hear that there are two generations, o2osozen 13 and heart problems and motor disorders.
— really, one is old and the other is new, —r So I think the testimony will
eusen 15 although the new is now old. o20soseu 15 actually be undisputed that Risperdal,
oosszeu 16 But of all of the first generation, ozoszeu 10 when it came out on the market in 1993,
oosseen 17 Haldol was a first generation, and that oo 17 was a miracle drug for many people.
ozonooeu 18 is one of the medications Andrew took. ozoszeu 18 Mr. Hilliard said many times it was
o2ooen 19 You will hear Dr. Johnson tell you he o2z 19 for treatment of schizophrenia only. 1
ozonoeu 20 didn't like to use Haldol, but his ozossou 20 believe you'll see when the testimony
o2osoren 21 neurologist put Andrew on Haldol; so Dr. o2osszeu 21 comes that the first approval was
o20si0u 22 Johnson continued it. oaossseu 22 management of the manifestations of
o2ouen 23 But all of the rest of them are o20saeen 23 psychotic disorder, a symptom-based
—ri second generation, and you will see by — indication; and we're going to go through
oaoarsen 25 the end of this trial that Andrew has oaosairn 25 all the different times that the FDA
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o2osueru 2 approved additional indications, but the 2osurn 2 other entity, caused any of them.
s 3 very first one was for the manifestation T Whether by fate or genetics, these are
oesson 4 of psychotic disorder. ooszen 4 what Andrew was born with.
oo D So you get back to all of these sz D So is there any question about
ooren B medications that were being prescribed ooszen O whether Risperdal was effective in
oorarem T for Andrew. Dr. Johnson will tell you P 4 treating Andrew?
oren 8 that Andrew had, in addition to the ozosazn 8 You have to look at Dr. Johnson's
oorssen 9 actual diagnosis, he had an inability to P | testimony on this issue, and I want to
o2orzen 10 function at school or at home because of o2osaen 10 start with when he actually took
oorzew 11 his physical aggression and because of o200seu 11 Risperdal.
osorzen 12 his behavioral problems. —— You will hear from Dr. Johnson that
ooorzen 13 I think you'll understand Andrew oasesien 13 there are three different time periods
eosen 14 couldn't prevent many of these. It's not oaoesseu 14 when Andrew took Risperdal. You will
worssen 15 his fault. They were part of his r— ) hear that on the other occasions, he took
ozaraeen 16 disease. ozooeu 10 one of these other drugs, you know, we're
osen 17 When his mother testifies, I onmen 17 going to go through all of that, and Dr.
osoraen 18 anticipate she will tell you Andrew ootoomem 18 Johnson will tell you that when you have
ozorsen 19 wanted to be able to control himself, and ozromou 19 a child on long-term psychiatric
o2oraseu 20 these medications gave him that ability. oo 20 medication, as the child grows and
ozorasen 21 You will hear that he has a history ozroeem 21 changes, the medication works
ozarseu 22 of facial ticks and excessive eye ozozieu 22 differently; and he will tell you, of the
aosn 23 blinking. Some of these medications were | ez 23 medications over the years, he has had to
osorsoen 24 to help him with that. Some of them made | cize 24 stop on a medication and start another.
ozosoreu 25 him worse. ozoaoeu 25 And so for Risperdal, we have these
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2osozru 2 He has a history of flapping his s 2 three time periods. Mr. Hilliard had his
ozosoeu 3 hands and chattering his teeth, and some oo 3 date wrong, but one was for four months
[P of these medications were to take care of a4 in 2000, nine months from November, '01
ozomosem D that so that he could function on a zowm D through August, '02, and 29 months or two
ooz O day-to-day basis. w0 and a half years from November, '04 to
ozonizem The undisputed evidence will be that ozosem 1 May, '07.
o O his problems are real, and they're quite wosen 8 So when you're looking at this
auwzen 9 serious; but with these medications, he nosen 9 question, did Risperdal help -- was it
ozoezeen 10 has been able, for the most part, to live ozrooen 10 effective in treating Andrew? We asked
ooz 11 at home. He's been in units on a few oanroseu 11 that question of his treating physician,
o2osaen 12 occasions, but he's been returned to the oo 12 because Dr. Johnson is the one who knew,
osirn 13 home. w13 the one who prescribed it, and Dr.
rr— I understand now he's in the 11th o—" Johnson will tell you, because he's told
oosen 15 grade. He's described in the school msen 15 us, Risperdal is uniquely beneficial in
o2osarn 16 records as a self-contained student with wrzen 16 treating the symptoms of irritability and
o2osisen 17 resource support, but he can function in onzen 17 aggression like Andrew had.
—— day-to-day life. oorrzen 18 And he will tell you, I kept him on
o20saeen 19 We talk about all of this because I oo 19 Risperdal during this last period because
ozonsou 20 think you have to understand it to ozraen 20 it was definitely his longest period of
o2osseen 21 understand the medication. o2rsoeu 21 stability.
o20ssoru 22 But you will hear that nobody oarsoeu 22 So when this case is over, that
o20saen 23 believes in any form or fashion these o2 23 question will be undisputed also. No
o2osaren 24 diagnoses can be cured, and nobody oo 24 one, no one will tell you Risperdal was
oaosrieu 25 believes that any person, company or wsien 25 not effective in treating Andrew.
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s 2 Everyone will agree it was. ez 2 them to the lawyers; and I anticipate
s 3 So you get to the third step, and s 3 she'll tell you that, at that time, for
s 4 that is, did Andrew develop gynecomastia? |wuwwes 4 the first and only time, she took Andrew
o D Mr. Hilliard described it as just an s D to a doctor right after she talked to the
wnien B enlargement of the breast. oo O lawyers.
ST I think you will hear that it's S This is the record that we have from
a8 actually the abnormal development of the | wcuws 8 that encounter. You will see that in
oz 9 mammary glands in males that results in orwaen 9 May, 2009, Andrew is being seen at the
onzem 10 breast enlargement. It's more than just osem 10 doctor's office. Somebody in the
oz 11 hypertrophy. It's more than just o2asren 11 doctor's office wrote: Breast growth,
oo 12 enlargement. So looking at this issue, ossoru 12 took Risperdal for an extended time.
oz 13 you start on this time line in 2009. orsosen 13 We couldn't find this person, but
s 14 Andrew has been on Risperdal for two | wisw 14 Mrs. Rolen will tell you she didn't tell
e 15 years. o ) him he had been off Risperdal for over
onasen 16 The testimony will be -- because o 16 two years.
—4 Mrs. Rolen said to us, that she became pr—— This doctor sent Andrew -- or this
s 18 aware at about that time period, May, c2siom 18 was someone in the doctor's office, a
ozressen 19 2009, that there were attorneys in ozrszew 19 nurse or assistant, sent Andrew to have
s 20 Philadelphia willing to pursue a case, if sz 20 an ultrasound. It's a special kind of
o2ssoom 211 an adolescent took Risperdal and m— x-ray but an ultrasound of the breast.
o2voiem 22 developed gynecomastia. o215 22 This ultrasound stated indications
o 23 She knew Andrew had taken Risperdal. | e 23 of breast hypertrophy, suspect reaction
—L I think she had forgotten. I think [o—Z to medication change, and ended with:
s 25 she'll tell you it had been over two R—L) Findings are most consistent with
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s 2 years since he stopped, and she knew he osurn 2 bilateral gynecomastia. Clinical
(P | had some small breast growth. omsszn 3 correlation is recommended. May, 2009.
anwen 4 I anticipate she will tell you -- awsseen 4 For reasons unknown to us, there has
ez D because she told us -- that she had not o D never, to date, been any clinical --
anxen O been at all concerned with the breast o O MR. HILLIARD: I'm going to object.
oo T growth because she had talked to several |cwss 7 - - -
an 8 friends and she knew that having some w8 (An off-the-record discussion was
s 9 small breast growth during puberty was s 9 held at side bar as follows:)
oasssoen 10 normal. oassou 10 - - -
omaen 11 I think she'll tell you, because she o2ssoeu 11 MR. HILLIARD: Based on the premise
ozrseen 12 told us, that it was of such little ozsaoen 12 of the question for reasons unknown to us
e 13 concern to her that she never took Andrew | weew 13 that the answer is going to be -- the
o— to a doctor. She never told Dr. Johnson sasen 14 next part of the statement is going to be
ussen 15 about it. She didn't tell any of his o L) speculation, and it's not going to be
o2soom 16 psychotherapists. She mentioned it to c20iom 16 based on any evidence.
oo 17 nobody. oasasen 17 THE COURT: I don't know what you're
ozuoen 18 But when she made contact with this o2eszon 18 talking about.
ouoen 19 lawfirm, at their request, she took oamssen 19 What's the objection?
oasaoseu 20 photos, and Mr. Hilliard told you about oarsoeu 20 MR. HILLIARD: If the statement is
oz 21 the photos. o2rsseu 21 for reasons unknown to us, that's not --
i 22 He didn't show them to you, but the oraren 22 the reasons unknown to them is never
s 23 testimony will be that in May, 2009, she o2raom 23 going to be evidence in this case. An
oo 24 took really close-up pictures of Andrew's o—i) opening statement is what the evidence
sz 25 chest, not far away, close up, and sent s 25 is. For reasons unknown --
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THE COURT: How are you going to
finish that sentence?

MS. SMITH: That's it. To date,
it's never been done.

THE COURT: If it's never been done,
then it's not much to say for reasons
unknown to us. It's never been done.

MR. HILLIARD: I didn't realize she
was done, done with the full thought
process.

THE COURT: So you're withdrawing
the objection?

MR. HILLIARD: I am.

THE COURT: In the future, when
there's an objection that you think might
depend on what's to be said next, instead
of objecting and pulling us to sidebar,
appropriately pulling us to sidebar -- in
fact, I'm the one who pulled us to
sidebar -- ask to speak to counsel, and
see whether there is an objection.

THE COURT: The objection is
overruled.
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know about that exists in relation to
question number 3; did he develop
gynecomastia as opposed to simply some
enlargement of his breast in 2009.

Then you get to question 4: If, in
fact, there was gynecomastia that no
doctor would ever diagnose, when did it
develop?

The only proof on this issue is Mrs.
Rolen says that when all of this happened
in 2009, I was trying to think back and I
think he started two years earlier.

She will tell you, however, I really
don't know.

It was when he was going through
puberty, and I really don't remember.
Once you get through it, I can understand
you don't remember.

Here's the only evidence that will
be presented: In May, 2008, there is a
note in Dr. Johnson's office records that
says -- and it's concerning Andrew --
since starting puberty, Andrew complains
of -- and then he lists some things
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Counsel, you may continue or back up
if you need to for context.

MS. SMITH: For reasons unknown to
us, to date, there has never been any
clinical correlation.

The testimony will be that Andrew
has never seen a physician, never, for an
examination of his breast to confirm
whether or not he had gynecomastia then
or now.

You will hear Dr. Johnson testify at
his deposition that was taken November of
last year that he had no idea Andrew was
even claiming -- Andrew's mother was even
claiming that she -- he had developed
gynecomastia from Risperdal, no idea.

You will hear Dr. Johnson say that
every time Andrew came in to visit me, he
directed -- he led the discussion about
what was bothering him. If this was
present, it was not something that seemed
to occupy or even serve as a
preoccupation for him.

So that is all of the testimony we
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Andrew was complaining of; so we know
Andrew was in puberty in May, 2008.

It is undisputed that not on that
visit or any other visit ever did Andrew
say I've developed breasts that bother
me. So that will be the only testimony
is that one photo that says, in 2008.

Why does this become important?
Because Risperdal had stopped in May,
2007.

So you get to the question of
puberty, and that's going to become a big
issue in this case. We all know what it
is; but the medical definition is the
process of physical changes in a child's
body as it matures into an adult capable
of sexual reproduction; and the
endocrinologists who are experts in this
field will tell you that, in boys, it
starts between the ages of 10 and 12.

So all we know from the actual
records are that some time during
puberty, Andrew developed some
enlargement in this area that was in his
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e 2 breasts that were taken pictures of in s 2 of medications that increase the risk of
w3 2009 that may or may not have been o 3 someone developing gynecomastia separate
oo 4 gynecomastia that has not been documented | wuwwn 4 from those that develop it during
wmaem D by any physician or therapist since that o D puberty.
oz B one ultrasound in May, 2009 two years oo O And this is where the science gets
P 4 after he stopped Risperdal. e 4 kind of complicated; and I'm not going to
oz 8 I anticipate that is all you're oz 8 spend much time now on this, but the
PR | going to get proof-wise on number 4 ozrsn 9 testimony from -- and I think they will
oazsaeen 10 because that's all that's been produced o2zsreen 10 all tell you -- science hadn't gotten to
ozzaen 11 during this case. ozzseren 11 the point we really understand it, but
oozsaen 12 You get to the next one. The cause e this is what they will tell you we think
oozssoen 13 of gynecomastia, and this is what a lot oozezen 13 is the mechanism, that if you have
s 14 of this trial will center around, so I ozzseeu 14 hyperprolactinemia-evaluated prolactin
oo 15 want to stop for a minute and talk about o 1) levels and you have decreased
zsoeu 16 that. prrm— testosterone levels at the same time,
ozsoeu 17 Every witness that testifies -- but ozzszeu 17 that can result in breast tissue
oozecen 18 this is primarily something that the oozsasen 18 occurring while you're on the medication.
o2zioeen 19 endocrinologist deals with; o2zsusen 19 So you got to have, on the
ozznen 20 endocrinologists will tell you there's ozzsseu 20 medication, increased prolactin,
ozssseu 21 actually three times in a male's life pop— decreased testosterone, and the actual
oaerren 22 that the development of gynecomastia can oassoru 22 presence of breast tissue, that that's
ozzsreu 23 occur. ozroeu 23 the mechanism scientists currently
ozzszen 24 The first is when you're first born ozzroseu 24 believe results in gynecomastia from
oozizen 25 and only lasts for a week or two. The oazroem 25 medications.
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a2 other is when you get older, which isn't o 2 The testimony will be that it hasn't
zsem 3 involved here, but the testimony in zem 3 been absolutely proven as to which
e 4 puberty by Mr. Hilliard's own witnesses a4 medicines cause it and which don't, but
oz D as well as ours will be that developing oz D the labels that -- you're going to hear a
zizen B actual gynecomastia during puberty is not oz O lot about labels during this trial.
oazsaem T rare. It's common. oz T The labels for a number of
ozssru 8 His witnesses will say up to 69 oz 8 medications include in them that there is
zssen 9 percent, and it's a wide range for the 69 zasen 9 an association between the medication and
ozzeseu 10 percent will develop some amount of ozraen 10 the development of gynecomastia, not that
ozzsooru 11 gynecomastia during puberty. For some of ozzraoeu 11 it's caused by, but that one occurs while
oasoirn 12 them, it doesn't resolve until they're 18 oarasen 12 the other -- gynecomastia occurs by their
ozzsoreu 13 or older. ozzraeen 13 own patient.
oo 14 All we know are the pictures, but oozracen 14 There is no doubt that is true with
ozzseu 15 you will see that whatever it was Andrew wzrseu 15 Risperdal, and we're going to talk about
ozsien 16 had back in 2009 was very mild. There oozrsen 160 that in our label. But every other one
ozzsaen 17 can be severe gynecomastia that occurs in S I of these medications that has a red mark,
oasasen 18 men. ooz 18 the label reflects these are the ones
ozzsasu 19 But they will tell you every witness ozzeoeu 19 Andrew actually took.
oasasen 20 that comes and testifies that some time oazsoseu 20 The label for these medications
ozzsonen 21 during puberty, it develops in between ozzeoreu 211 reflect that there is an association with
ozzsaseu 22 four and 69 percent of the men. ozzaaeu 22 gynecomastia.
ozzsaen 23 It is also known to occur secondary ozzasu 23 So what is the testimony going to
ozzsaoeu 24 to medications; and the testimony will be ozzaou 24 be? I anticipate everyone who testifies
ozzsseu 25 that there are a lot of different kinds ozzezen 25 will tell you that while these are all
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prerequisites, Andrew had none of them.
He never had any laboratory value showing
high prolactin and it was measured.

This wasn't measured because his
doctor saw no reason to, but there was
never decreased testosterone; and that
was never confirmed, presence of breast
tissue.

On the other hand, and truly, this
is a big point because I anticipate every
single witness who addresses this point
will tell you that whatever kind of
breast growth Andrew had in 2009 is
totally consistent with changes during
puberty unrelated to any medication, and
I anticipate that every single witness,
even the ones Mr. Hilliard is bringing,
will say that they cannot say puberty
didn't cause whatever kind of breast
growth Andrew had; and that's what I
anticipate the testimony will be on this
issue.

And I think you ought to ask
yourselves as we go through this trial,
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is a large department whose only job is

to plan ahead. They make business plans
and they make tactical plans, and I think
His Honor said use your common sense. It
makes good sense to plan.

In order to continue to provide
research, new medications to help
patients and doctors, you have to plan
ahead.

You will hear testimony -- Mr.

Hilliard talked about that we first tried
to get the indications for children in
1997. We started this way back right
after it was approved.

I'm going to talk more about that in
a minute, but we planned -- Janssen
planned -- for years to get the approval
for indications from children and
adolescents.

So you're going to hear -- you may
hear -- testimony that there were a lot
of planning about using the drug in
children and adolescents and boys, that's
true; they planned for a long time.
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when you're looking at Andrew, not
everything else, but you look at the
plaintiff in this case to ask yourself:
Why did they sue Janssen for whatever
breast growth Andrew had?

We asked Mrs. Rolen that question,
and she told us -- and I'm sure she's
going to tell you too -- I just left that
to the lawyers, I didn't know, I thought
it was a normal thing to happen in
puberty.

Let me take a moment and tell you
what this case is not about.

Janssen is a world-wide company.
Johnson and Johnson is a world-wide
company. They produce a lot of
medications and a lot of products and
they sell them all over the world.

And to compete, they have to have --
companies that compete worldwide have to
have departments in their companies to do
all the different things you have to do
to stay in business.

You will hear testimony that there

02:32:14PM
02:32:7PM

02:32:21PM

02:32:23PM
02:32:25PM
02:32:28PM

1
2
3
4
wmzen O
6
7
8
9

o2s231Pu
oxsen 10
o2szson 11
s 12
s 13
s 14
wssorn 15
o2sen 16
wwssen 17
o2ssoen 18
s 19
o2ssosen 20
A
st 22
o2ssren 23
s 24
o2sten 25

Bentley vs. Janssen - Trial - 9/24/12 - Volume |

84

There's another department that does
marketing and advertising and the like,
and you may see some of that during this
trial.

You will hear testimony that every
single piece of paper -- and I mean every
single piece of paper that a
pharmaceutical company gives to a doctor
or to anyone else outside the company has
to be scrutinized and approved by the
FDA.

There is nothing ever shown to a
physician that the FDA hadn't blessed in
advance, and that's another whole part of
the company; and there's another big part
of the company called sales, and you will
hear testimony that this is where
products -- and it includes Risperdal and
every other medication and product -- is
promoted so that it can be sold, and
there's plans; they plan ahead so they
know how many employees they need and
they plan all of this ahead.

So yes, there is a lot of planning
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omz 2 in advance. You will hear testimony that o 2 testing started, focused on the gathering
P | it takes millions of dollars to get a w3 of safety data.
wssen 4 drug from the concept to something the s 4 Another really big department in
ensm D FDA says you can use in trials to the FDA iz D Janssen, but a really big department at
s 0 approving it. s O Janssen, is the Pharmacovigilance or the
S It takes millions and millions of SO | safety; and Dr. Coppola will be here
o O dollars, and for every drug that gets to awxen 8 herself to talk to you about that when we
s 9 where Risperdal did, there are literally oaszen 9 get to put on our case.
ozssen 10 hundreds that have failed. o2zsaorm 10 The other big area is clinical
oo 11 So yes, the company has to plan o2ssszeu 11 trials, and Dr. Pandina is the one who
— ] ahead. The question in this case, in [o— did that.
oaseoorn 13 this case, is simply: What do the [o— Mr. Hilliard will argue we didn't
o 14 plaintiffs contend Janssen did wrong as i 14 have a safe drug and we hid information.
o2scen 15 it pertains to Andrew? oe— This is how we're responding to that,
o) Andrew Bentley is the focus of this pr—T because you're going to see that in the
o case. So what is it they're contending oamsen 17 gandering of safety data just for
o2ssiom 18 in this case as effects to Andrew? And I s 18 children and adolescents -- there's a
o2sszem 19 want go back and talk about how we get to | cawse 19 whole other area for adults -- but until
ossen 20 the children and adolescents. Without a osroen 20 we got the approval in 2006, we had
—k doubt, there will be no question ozarasen 21 started early. There are 18 clinical
ozsnarn 22 whatsoever that it was known from the czsraeen 22 trials; and you're going to hear all
i 23 beginning that Risperdal increased e 23 about them, and we're going to spend a
S—x prolactin levels. o 24 lot of time on these.
oasasseu 25 Everyone knew that, and you're going sz 25 In addition, Pharmacovigilance means
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2swiien 2 to see in a minute it was all over our e 2 it's not just the clinical trial, but
assem 3 label. It was known from the very mrzem 3 it's the gathering of safety data, like
ousien 4 beginning that gynecomastia is associated | cowu 4 if the doctor is giving someone a drug
osassen D with Risperdal when there's high sz D and they have an adverse reaction to it,
O o prolactin levels and low testosterone s O the doctor sends a report either to the
oassosem T levels. ST 4 FDA or to the drug company. So it's the
w8 It has been known for literally e 8 gathering of data.
s 9 decades that all of the antipsychotics do aasew 9 This area is limited to information
oasszen 10 that. It has been known for decades that oz 10 in the trials. This area is the
oasswsen 11 it absolutely occurs in adolescents. oaraseu 11 gathering of data worldwide; and you're
oassren 12 So when Janssen started -- first, oaarsorn 12 going to hear a lot of testimony about
aszen 13 they just did it for adults because, you oarsien 13 these two departments and the work they
e— know, it's hard to do clinical trials for arsen 14 did at Janssen.
oasszen 15 children. There's a whole lot more o 1) Dr. Coppola, who is in the
o— ) rules, as there should be. o2morm 16 pharmacovigilance, or safety data, will
oassszen 17 So the child and adolescent trials oamosen 17 tell you that her group -- she's a
oassaen 18 didn't start till after '93, and early o2ssaren 18 physician and a scientist. Her group has
o2ssaorn 19 on, there were more; and we're going to oamren 19 nothing whatsoever to do with sales or
ee——l0 see these trials in a few minutes, but it o2sreen 20 marketing. You got to have all those
oasaseu 21 was known to occur from the very oasrreu 21 different groups, but hers is only
oassasen 22 beginning. o2z 22 looking at the safety of a drug.
S——k You will see that the scientists at o2z 23 And Dr. Pandina will tell you his
S—L Janssen from the very beginning, but oassaseu 24 only role is looking at information from
oasssoru 25 especially when children and adolescent oasssoru 25 clinical trials. All of this information
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from the very first day and you remember
the time line that it started, the

clinical trials actually started in the

'80s; so all of this information is

gathered and provided to the FDA.

And you're going to see a lot of
labels during this trial, and you're
going to hear a lot of testimony, because
the label is totally controlled by the
FDA.

You're going to hear if you all ever
seen one -- they're so hard to read
because the print is so small, you're
going to hear that the FDA -- they
control the font, the size of the letters
where you put things, what kind of paper
they have to be on, everything, and every
word in there is approved by them.

And you're going to see that from
the very beginning, there was lots of
information in the label, in the places
where the FDA told us to put it about
prolactin and about gynecomastia.

The facts in this case start in
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why, that they learned that physicians
truly were using this medication for
children, and they wanted to do the study
so that they could put that information

in the label about children.

And there was a '97 -- I think there
was another one in early 2000s, but
October, 2006, while Andrew was still on
Risperdal, it was approved for the use in
children. Additional approvals came the
next year.

You will hear testimony that every
other one of the medications Andrew was
on -- do you remember that long list of
antipsychotics? None of them were
approved for use in children at that
time.

So that will be the testimony.

The question is what is it they're
contending Janssen did wrong? What is
it? It's in the label. It's everywhere.
What is it they're contending? And one
of those allegations, as Mr. Hilliard
told you, is that we promoted it
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2000, even though he only took Risperdal
for a few months in 2000; but all of this
information is still in this (indicating)

but I wanted to pull out this statement.

It was -- this is what the label
says about pediatrics, safety and
effectiveness in children have not been
established. That's required language by
the FDA; and you will hear testimony that
that language has to be in there.

We will call Dr. Janet Aerosmith who
is a physician and a former long-time
employee of the FDA; and she will explain
why all of this information has to be
where it is in the label.

I want to come back to this in a
minute, but this comment has been in
every single label since day one that
rare events -- this is the FDA's language
-- are fewer than one in 1,000, and
gynecomastia is reported as a rare event.

So Janssen -- and you will hear
testimony -- started early trying to get
approval for children, as you will hear
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off-label, we promoted it for the use in
children.

And I want to focus on that for a
moment because there's a big difference
here that you need to understand. Every
witness that's called will tell you, it
is perfectly, totally, completely
legitimate for a physician to prescribe a
medication or something not approved by
the FDA. That is prescribing it
off-label.

As you will hear testimony -- you'll
hear testimony from Dr. Johnson that
every one of these antipsychotics, when
he prescribed them initially for Andrew,
were not approved for the use in
children.

As you will hear him and all the
other psychiatrists explain to you, that
the first generation weren't approved
either; but these drugs were the most
effective drugs in treating these kinds
of problems like Andrew had, the
irritability associated with autism and
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the other things.

And they will tell you that it
became standard of care for a
psychiatrist who wanted to help their
pediatric patients to prescribe these
antipsychotics.

"They" being -- even Mr. Hilliard's
witnesses will tell you that Janssen was
a pioneer in performing 18 clinical
trials seeking approval for use in
children; so that dosing could be placed
in the label.

They did more and faster than any
other company making any of these
medications. So off-label is fine for
doctors.

As Mr. Hilliard told you, there will
be lots of testimony -- it will come from
us too -- that until the approval, until
2006, when it was actually approved for
use in children with autistic and
irritability associated with it, we could
not promote the drug for use in children
and neither could any other manufacturer
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you would be terminated.

In this case, whether somebody
somewhere to someone promoted off-label,
I believe will become irrelevant because
number 6 is: Andrew Bentley. The
question, if asked to -- and you will
hear it from Dr. Johnson -- did Dr.
Johnson, did anyone -- Dr. Johnson, did
anyone from Janssen ever promote to you
for use in your children and adolescents
patients before October, 2006?

And Dr. Johnson affirmatively said
no. I knew -- he will tell you, I knew
it wasn't FDA-approved. I made that
choice myself. Not only with Risperdal,
but with all of the other antipsychotics
that he prescribed for Andrew.

I believe that when this case, at
the end of it, and you're looking at the
question: Was there any promoting of
off-label to Dr. Johnson? The testimony
will absolutely and unequivocally be no;
so I'm not sure what all Mr. Jones is
going to say, but I'm positive he doesn't
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promoted for the use in children.

You will hear testimony, as we go
through this case and at the end of this
case, that at issue is simply promoting
to Dr. Johnson as Andrew's physician.

Let me back up on that.

Mr. Hilliard just told you that he
intends to call today a former sales rep
of Janssen whose name is Mr. Tony Jones,
and I've not met him. I don't know what
he's going to say.

But Mr. Hilliard told you that Mr.
Jones is going to say that they were
promoting off-label where he's from.
He's from Houston, which is South Texas;
and Mr. Jones will tell you, I'm sure,
because it's absolutely true, he doesn't
know Vernon Johnson and he never had
anything to do with Dr. Johnson.

Mr. Jones, I'm sure, will tell you
that Janssen had a very strong policy,
and you're going to see it -- that if
anybody promoted off-label, if you
promoted for children and adolescents,
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know Dr. Johnson.

So then you look at the question:
What else are they alleging?

Mr. Hilliard told you that the
second thing is that somehow information
was withheld; and if you remember, he
talked about two trials.

Well, I'm going to tell you right
now, we're going to talk about all 18
during the course of this case, because
this is -- this tells the Janssen story.

These are only clinical trials
dealing with children and adolescents.
There's hundreds more even on Risperdal.
This is just those, and there's been more
since; but this is leading up to the
first approval in October, 2006. 18
different studies.

The testimony will be undisputed
that every single piece of paper in every
one of these studies was given to the
FDA. There is nothing they can point to
that was withheld from the FDA.

The testimony will be undisputed
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c2dsoseu 2 that every single one was published in s 2 lot going through puberty, and the reason
om0 3 the medical literature. st 3 it was evaluated was because of
wssren 4 Let me tell you why that's s 4 puberty-induced gynecomastia.
dsrm D important. You will hear evidence that assen D Mr. Hilliard's argument -- and I
o2usrson B before October of 2006, when we got the oasssem O know this because we get to take
ozsszem T first indication for children, Janssen [ depositions beforehand and we know what
sz 8 could not put information in its label s experts are going to say -- is focused
ozsszen 9 about its use for children because the szen 9 just on this study; and 70 is actually an
oaasaoen 10 FDA wouldn't let you do that. ooszarem 10 extension, you know, where you're going
ooz 11 What they could do and did was do oaszioeu 11 to stop a study and some of them continue
ozasren 12 these clinical studies; and the ozszon 12 on to another one.
oaasaorn 13 physicians involved in these clinical — His witnesses say, on the basis of
ousizen 14 studies could then publish the results, sz 14 that one study or two studies, everything
oaasaseu 15 so everything was provided to all of the o 1) should have changed. You're going to
oassien 16 treating physicians, and we will be oos2zem 10 hear testimony that, instead of looking
— introducing this information. sz 17 at one study or two studies, you need to
-] Mr. Hilliard spent just a moment, sz 18 look at all the studies.
wsooen 19 but I want to talk about this because —— Mr. Hilliard said his numbers were a
asowen 20 this is going to be the focus of where I oaszsou 20 little off on 41 and way off on 70.
r— anticipate he's going. He wanted to talk — We'll go through that at trial, but if
ozsoooeu 22 about only two trials, 41, which as you ozszasu 22 you look at all of the studies that were
s 23 can see, was a year trial during this sz 23 done, you'll see the percentage of
o—L time, and 70. [— recorded cases of gynecomastia coming out
ozsozou 25 We're going to talk about all of ozszsoru 25 to be in 2.3 percent. Every single
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sz 2 them, but I want to focus on these just a oo 2 piece, every single piece of this data
osozen 3 moment. If you look over here, for osson 3 goes to the FDA.
" patients on Risperdal with new reports of esourn 4 As you will then hear testimony from
wsosen D gynecomastia, you can see that the number | wsws 5 those involved in that process that the
esoseu O is quite low, except for one study. esszew O FDA said, don't take one study and don't
oosoaen T You will hear testimony that this Pe—— take two. Don't take the 0 and don't
aswrn 8 was the very first study that had a large s 8 take the five percent. Don't take the
asowen 9 number, like, almost -- 90 percent of eszew 9 .9; take all of them and put that in your
wsoszen 10 those participating were males, and had a wssaren 10 label; and that's exactly what Janssen
oasosern 11 large number of males going through oasszseu 11 did, where in this part of the label, it
oasosaen 12 puberty, and it was a larger report of S—— talks about the clinical trials being 2.3
ostoen 13 gynecomastia. ozsszeu 13 percent.
ozsuozen 14 You will hear testimony that as soon o In the bottom, where it talks about
pr— as this information was known, Janssen o— all studies together, that's the
prp— retained two pediatric endocrinologists ozsaseu 10 pharmacovigilance, all adults, all
osruen 17 to study this to see is this something —— 4 children is still rare; but in '06 is the
oasrren 18 different? We have all these other [S—— first time we could set out pediatrics.
osrieen 19 reports, what's different about this? osssen 19 That's the part of the case that's a
——a( As you will hear testimony that P—d0) little more complicated. It took me
oasrzien 21 these two, not our employees, oassoreu 21 awhile to go through it; and we will
oasrzsen 22 independent, very well-respected oasaoseu 22 spend some time on that as we go through.
wssen 23 pediatric endocrinologists studied this oasarreu 23 But you get down to this case, and
pr—ri data and then participated in writing of — this case, Andrew Bentley is one patient
S—le) an article, concluding -- this included a oasizen 25 who was prescribed Risperdal, so the
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question ought to be: What did Dr.
Johnson know, not the world, and not even
someone's little world; what did Dr.
Johnson know about Risperdal and about
the chance of it causing elevated

prolactin, decreased testosterone and
resulting in gynecomastia? When did he
know it?

And the last question is: Would he
have still prescribed Risperdal to Andrew
if he knew every single detail about
every single clinical study and adverse
events collected by Janssen?

These questions were asked of Dr.
Johnson in his deposition; and if you go
back to this time line, Dr. Johnson will
tell you that -- these studies didn't
come out till after '01. He will tell
you, no, I didn't know it in 2000.

Everyone else will tell you that
part of it wasn't known. We knew it
raised prolactin. We knew all of that,
but everything else wasn't known until
after '01.
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By the end of this trial, I hope
this picture -- and I know it's long and
I appreciate your patience, but it's
important, and I hope you can look back
to it to put into focus the issues that,
while Andrew had some type of breast
enlargement in '09, there has been
nothing, nothing since then to in any way
show of it being a continuing problem.

More importantly, I hope it will be
clear that Janssen, through its
scientists and its physicians, were very
diligent in studying Risperdal with
children and adolescents; and that they
reported everything they knew, everything
they knew to the FDA and to the
prescribing physicians as soon as they
could get it published in the literature.

I hope it will be clear that Dr.
Johnson's care and treatment of Andrew
was what Dr. Johnson felt was in Andrew's
best interest, and I think the records
will show Andrew has done well and that
Dr. Johnson would have prescribed it for
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He will tell you -- because he told
us -- I don't remember when I knew. I
know it was after '01, but I don't
remember otherwise; and the question is
asked of him: Would you have done
anything any differently?

And he said, well, I would have
discussed it with Mrs. Rolen, which I'm
sure he did later, because it was
published in the article. Somebody
actually asked that question.

But the question that matters is,
the only one, would you have still
prescribed Risperdal for Andrew?

You're going to hear Dr. Johnson
tell you Risperdal was uniquely
beneficial for Andrew, and he will not
say I would not have prescribed it.

So when you get down to this
question -- we're going to spend a lot of
time during this trial about that -- the
focus will be: How does it relate to Dr.
Johnson? Whose testimony I hope you get
to hear pretty soon.

02:58:26PM
02:58:29PM

02:58:31PM

02:58:37PM
02:58:40PM
02:58:42PM

1
2
3
4
sz O
6
7
8
9

——
assaen 10
w2ssasn 11
wsssoen 12
wssssen 13
wsssorn 14
wssozen 15
o2ssoen 160
s 17
ossren 18
wsstsen 19
a2sereen 20
w2sszen 21
wssaen 22
ossozien 23
wsoozsen 24
osarasen 25

Bentley vs. Janssen - Trial - 9/24/12 - Volume |

104

him at the time he did regardless of what
Mr. Hilliard argues about.

Over these next two to three weeks,
His Honor told you and will tell you more
later, but there's going to be some
breaks because of schedule issues and
it's going to be hard to keep the big
picture in mind.

I would just ask you to keep an open
mind. Every single day, tell yourself
this is only one part of the story, we
won't have the whole story till the end
of trial, and to keep your mind open
until then; because at the end, you will
have to focus on the main questions and
sift through that which is not as
important.

I want to thank you for being
patient with me today and throughout this
trial. On behalf of Janssen and Johnson
and Johnson, thank you.

(Jury panel departs courtroom at 3
o'clock p.m. for recess).
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(Discussion held off the record in
judge's chambers as follows:)

MR. HILLIARD: Couple of things. By
way of background, the state of Texas and
37 other states sued Janssen for
off-label marketing allegations to
children.

Tony Jones testified in the case in
Austin, Texas and the case resolved for
$180 million.

THE COURT: What does resolved mean?
MR. HILLIARD: Settled. There's
limine that we cannot speak of that and

because of that limine --

THE COURT: You just did.

MR. HILLIARD: Once the limine is
granted, the only way to find out if we
can speak of it is to approach you and
say, Judge, we believe that we are now
allowed to speak of it and here's why.

During Ms. Smith's opening
statement, she estimated -- Mr. Jones,
I'm sure, will tell you that Janssen had
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THE COURT: Isn't that where it's
going if that comes in?

If that comes in, don't they have a
right to explain why they settled,
particularly for $180 billion or whatever
it was, and why it should not be
interpreted as any kind of admission that
they ever did it since they didn't admit
it in their papers?

Can't they do that?

MR. HILLIARD: If that was where we
were going but that's not.

THE COURT: Where are you going?

MR. HILLIARD: The only place that I
am going is the fact that for the
off-label marketing that she says they
don't do and fire people for, and they
were sued by 37 of the states for the
exact same thing.

THE COURT: That's even worse. Have
any of those 37 suits gone to verdict?

MR. HILLIARD: None of them.

THE COURT: Now they get to litigate
all 37? Excuse me, only one attorney can
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a very strong policy, and you're going to
see that if anybody promoted off-label if
you promoted for children and
adolescents, you would be terminated.

Besides the fact Mr. Jones is going
to say that's exactly opposite of what
they were told to do, that is what they
were sueded for in Texas by the State of
Texas, and I have the petition and I have
the settlement where there's a permanent
injunction from them continuing to do
exactly that.

THE COURT: Did they admit
liability?

MR. HILLIARD: No, not in the
settlement, they didn't, but they did
not --

THE COURT: Are we going to litigate
whether they settled in order to minimize
their liability or they settled because
they knew they were guilty and would be
found guilty?

Is that where this trial is going?

MR. HILLIARD: It is not.
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speak on one subject.

Do you want to talk to counsel?
I'll wait.

(Off-the-record discussion).

THE COURT: What else?

MR. HILLIARD: There have been three
cases brought by different states that
have gone to verdict.

However, those verdicts are still on
appeal; so they're not a final judgment.
So your point is well-taken in that
regard. I'm just making that one
clarification.

THE COURT: What were the verdicts?

MR. HILLIARD: Big.

THE COURT: Big for plaintiffs?

MR. HILLIARD: Big for plaintiffs.

THE COURT: Three big plaintiffs'
verdicts?

MR. HILLIARD: Yes. My
understanding of a Motion in Limine is if
it's granted and a position is taken
contrary to the truth of the evidence
that we have in limine from speaking of,
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oassoru 2 we can approach and say, we believe that | caem 2 with respect to that, you're right.
oo 3 now that we can speak of it, I understand warsn 3 THE COURT: If I'm asked to take
oo 4 and appreciate that the indication is no warsen 4 judicial notice, I'll rule on whether I
oo D and I will -- warsou D should take judicial notice.
wzsoen O THE COURT: I don't exactly know oz O Then his testimony is going to be I
wzsarem T what the position is taken means, but the P 4 read in the paper three weeks later that
oo 8 law of Pennsylvania, if testimony is let wmorn 8 it settled for some huge amount?
wzsraen 9 in over objection, that opens the door. wzsoen 9 MR. HILLIARD: My belief is, Judge,
oazssen 10 Then, of course, you get to counter it, oazsoseu 10 that the settlement itself, given the
ozszen 11 sure. osasrseu 11 language of the settlement agreement,
osszsen 12 I don't think the party gets to — i should not come in, even if the Court
N K counter something that's let in without oszzren 13 determines the door is open for the fact
oz 14 objection, by the way. oz 14 that the lawsuit, the state -- the states
ozemem 15 What would Mr. Jones say? He would oozaem 15 have sued them.
wzseren 16 say, I testified in a lawsuit. My oszszsen 16 THE COURT: The only thing you want
g understanding of what that lawsuit was oo 17 in is they paid a ton of money in Texas?
oazsasen 18 about was blah, blah, blah; and some time | wuw 18 MR. HILLIARD: No. The only thing I
osasaren 19 later, I heard or read in the newspaper p— want in is they are not fired for
oszsasen 20 that it settled? oz 20 off-label marketing. They actually have
— Is that what his testimony will be? oazasen 21 been sued by 37 states for doing the
osassoeu 22 MR. HILLIARD: His testimony would [—4 off-label marketing.
ossseu 23 be that I testified in the lawsuit where oraren 23 THE COURT: Got it. Nobody said he
ar— the State of Texas sued Janssen for [SP—i couldn't testify that they were not fired
wsaroen 25 Janssen off-label marketing to children. —L) for it.

110 112

1 Bentley vs. Janssen - Trial - 9/24/12 - Volume | 1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
warosen 2 THE COURT: That would be his wasoru 2 MR. HILLIARD: I appreciate that.
wsarosen 3 understanding of what the lawsuit was oo 3 THE COURT: Nobody testified that --
waroen 4 about that he testified to in? wsorn 4 nobody has ruled he couldn't put up that
waren D MR. HILLIARD: Correct. wmon D nice picture of his great award, and he
vz O THE COURT: Is he a lawyer? oo O can testify that he got it for such a
AP MR. HILLIARD: He is not a lawyer. ST good job selling Risperdal to kids;
[SPRTT THE COURT: That would be his w8 right?
wzreen 9 understanding based on what somebody or | s 9 MR. HILLIARD: Right.
wsarzen 10 many people told him or he read in the osasrsen 10 THE COURT: Anything further?
oz 11 paper as to what the lawsuit was about, osaerseu 11 MS. SMITH: I do.
oazrzsen 12 and he would say, I was called as a E— THE COURT: One of the things that I
wzrzen 13 witness or voluntarily showed up as a e don't like is lawyers who don't ask
wzrzen 14 witness and testified at that trial; wzszen 14 questions but rather make statements.
wzrsen 15 right? oz 15 Statements like, anything further?
wzraen 16 MR. HILLIARD: Yes. oszezsen 16 Whereas the question is: Is there
warsoen 17 THE COURT: What else would he be -- | s 17 anything further that we need to discuss
osarsoen 18 MR. HILLIARD: On that point, if I f— here?
pr——c may, the Court could decide to take pr— ) MS. SMITH: Yes, Your Honor.
wszraen 20 judicial notice of the State's complaint oszsaron 20 THE COURT: I was just pointing out
osarazen 21 against Janssen where the allegation is [ that I do what I'm going to stop you all
osrasen 22 made as to this issue. orasaoeu 22 from doing.
osaraseu 23 THE COURT: With respect to that, we [— MS. SMITH: Mr. Hill has shown me
) don't need him at all. Do we? P—L\ some documents he says he intends to use
wsarsoru 25 MR. HILLIARD: We do not need him —L) with Mr. Jones.
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oasaren 2 I have several objections to them. oz 2 His testimony is unrelated to the
P THE COURT: Wait a minute. I'm lost P prescribing physician. That's admitted.
oszeson 4 already. ossraen 4 He had no involvement.
wassirm D Wasn't there a pretrial listing of oz D THE COURT: I don't know they're
wzoseu O exhibits? waraeu O admitting unrelated --
—— MS. SMITH: Thousands and thousands. | esuses 7 MS. SMITH: They've admitted in
w8 THE COURT: So the answer is, yes, o 8 their pleadings he had no contact with
wavoeu 9 there was a pretrial listing of exhibits wavsou 9 this prescribing physician; so I would
wzooen 10 which numbered in the thousands? warsen 10 otherwise be objecting to relevance on
ossoceen 11 MS. SMITH: Correct. ossrsen 11 his testimony in its entirety.
osaooreu 12 THE COURT: Are these documents on wavseu 12 I hope our Motion in Limine covers
— K] the list of exhibits? f— it.
wren 14 MS. SMITH: Some were and I don't ee— THE COURT: I think your Motion in
wssoren 15 know if he's withdrawn the ones I've wsoen 15 Limine does cover that if there's some
oo 16 questioned. wsszoieu 16 other more specific relevance that has to
wormen 17 THE COURT: Let's start with the oo 17 be objected to; but as I understood your
oscoreen 18 ones that were. oserzew 18 motion, it was, don't let him testify to
ossozem 19 How come you have an objection that osszrsem 19 anything about what he did or what the
ooz 20 you haven't seen them? Why didn't you oszreeu 20 company told him to do because he never
osaozseu 21 say, turn them over, let me see them. osszzzon 21 personally spoke to this doctor.
ossozom 22 MS. SMITH: My objections to the one oss22im 22 And that Motion in Limine has a
oz 23 I'm aware of isn't that I haven't seen oz 23 definitive ruling overruling the
—r them, is that they're not proper in this [—r objection and makes it preserved for
wsaosoeu 25 case and/or through this witness. wsazasu 2D appeal, in my opinion.
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wosseu 2 THE COURT: So when he tries to pass | wswn 2 Is that what you're looking for?
R | something up, you'll object at that time [ | MS. SMITH: That's correct.
wwen 4 since it wasn't raised in limine, and wzasen 4 MR. MACKUSE: Gregg Mackuse on
osoasen D we'll go to sidebar or I'll see you, sz D behalf of plaintiffs.
s O we'll deal with it one at a time. wasen 0 THE COURT: Where are you from?
—— Don't do it in a way that you're [ MR. MACKUSE: Mechanicsburg,
wsorn 8 telling him everything that's in there wnsn 8 Pennsylvania.
wszen 9 before -- you know what I'm talking wasien 9 THE COURT: Glad to see you in
ossosen 10 about? osszsem 10 Philly.
ossossom 111 MR. HILLIARD: I do. p— MR. MACKUSE: We would expect Mr.
ossosseu 12 THE COURT: Those that aren't on the — i Jones we'd like for him to be able to
oo 13 list, sure, you should object. You can't oo 13 comment on testify about some national
waroeu 14 use them, I don't think, in direct wsasoseu 14 documents as to which he is not the
wsrosen 15 examination. ossaeen 15 authenticating witness.
wssrooeu 16 But to be honest with you, I don't osasooeu 10 There will be testimony later in the
r—— know quite what the rules are of this — case where we can put on deposition
osanren 18 mass tort program; so we'll deal with it oaanieen 18 testimony, if necessary, to authenticate,
osraen 19 when it first happens. oo 19 render admissibility of those documents,
ossraseu 20 MS. SMITH: One additional thing, —lt but we'd like to be able to show them to
osroen 21 Your Honor. This wasn't a Motion in osmszren 21 him now in his testimony and have them
osrieen 22 Limine. There was a ruling. My question osmszien 22 comment on it.
ossrzem 23 -- it concerns the fact that under Texas ossszeem 23 THE COURT: Has he ever seen them?
—T law, promoting has to be directed to the — MR. MACKUSE: He did not see them
ooz 25 prescribing physician. ooz 25 during the course of scope of his
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a2 employment. wxwew 2 DIt @bout your educational background, please.
wsa 3 THE COURT: Has he ever seen them? wzen 3 A. I went to Oklahoma State University, and
ossaen 4 MR. MACKUSE: Yes, he has. wneew 4 1 majored in speech communication, minor in
s D THE COURT: In preparation for wze D DUSINESS,
sz O testimony? «zeew 6 Q. When were you at Oklahoma State?

[—— MR. MACKUSE: In preparation for the wzew 7 A. 1 was there '93 to '97, '93 to '97.
s 8 testimony, yes. «=ew 8 Q. Does it have a football team?
osssasen 9 THE COURT: Did you talk to counsel wzew 9 A.  Oklahoma State Cowboys.
ee—0] about it? «zev 10 Q. Did you play any collegiate sports?
—— MS. SMITH: No, but if I had, we «zem 11 A. Yes, started as a quarterback there a few
-] would have told him we would object. wzaew 12 years and also played baseball there as well.
ossssoem 13 THE COURT: Do you know what «zeen 13 Q. It's my understanding you were starting
- documents he's talking about? wzaew 14 quarterback as a true ~ freshman?
p— MS. SMITH: I do not. waeen 15 AL Yes.
e— THE COURT: Sufficient unto the day «zow 16 Q. Has that happened since you've been
p—4 is the trouble thereof. You show it to wzew 17 there, since you left?
wsssen 18 counsel and I'll see you before you want «=ow 18 A, Actually, there's a true freshman there
osasoorn 19 to use them. wzeen 19 NOW that has the opportunity; so it's a very
p—l0] If you know there's an objection, wzew 20 UNIQUE Opportunity.
——k come and ask me to go to sidebar. «zon 21 Q. Besides football, did you play any other
—— - - - wnaew 22 Sports while at Oklahoma State?
— (Back in courtroom.) w2z 23 A, Yes, baseball mainly senior year because
[—x - - - wnaew 24 the coaches wouldn't let me go out. So senior
L) wnaew 25 year, I had a chance to go out and play.
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vz 2 THE COURT: 1 did tell you there wzew 2 Q. You graduated from Oklahoma what year?
oz 3 would be times when we have to discuss waew 3 AL '97.
vz 4 things outside of your presence; right? «=ov 4 Q. So we understand your time at Johnson and
wzam D A trial is like a steam locomotive wzeen D JOhNson -- while I'm on that, let me ask you
vz © with 100 cars behind it. When it first wzwew 6 this.

e gets going, it's very slow to get up to e Would you explain to these folks the
vz 8 speed. This one will be slower than wzeen 8 Felationship between Johnson and Johnson and
vszzazen 9 most. Once it gets going and rolling. wzeew 9 Janssen Pharmaceutical?
oszzazen 10 There are significant chunks of time wzew 10 AL Yes.
oszzazen 11 we're not going to be able to be in oszzasen 11 MS. SMITH: Objection, Your Honor.
oz 12 session. owzzasen 12 - - -

13 - - - oszzaeen 13 (An off-the-record discussion was

14 (TONY JONES, after having been duly oz 14 held at side bar as follows:)

15 sworn, was examined as follows:) vszzaeen 15 - - -

16 THE COURT: Counsel? oszzaoem 10 THE COURT: What's his answer going

17 - - - oszzasen 17 to be?

18 DIRECT EXAMINATION oszzioom 18 MR. HILLIARD: Based on his time

19 - - - oszzasen 19 there, he's going to say Janssen was a

20 BY MR. HILLIARD: oszzaeen 20 wholly owned subsidiary of Johnson and
wzew 21 Q. Mr. Jones, tell us where you are from. [o—k Johnson.
sz 22 A, Originally, I'm from Tulsa, Oklahoma. oszasen 22 MS. SMITH: If that's all he's going
wzeew 23 Q.  Let me get that microphone in front of oszzaoen 23 to say, he doesn't know that. I don't
ozaen 24 YOU. — object.
oszzaeen 25 Let me ask you to give the jury a little oszzaen 25 THE COURT: Wait. The objection is
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oszzaeen 2 taken care of because if that's what he's wzsew 2 field, did you receive training or direction
oz 3 going to say, there's no objection? wzsew 3 from Janssen on how to do your job?
(IR | MS. SMITH: Correct. «zon 4 A. Yes. Before in those days, we had three
oszzaee D - - - uxsew D Weeks of sales training where you would go to
oz O (Pertinent portion was read by the wnsew ©  New Jersey, Princeton area and you would train
oszzaen T court reporter). wzom 7 ON the products for three weeks.
vz O - - - w2 8 Q. Then you would come back and do what?
«zenw 9 A. Yes. So Johnson and Johnson is like this wzsw 9 A, After you successfully completed the
wzeen 10 big umbrella. It has like 178 -- wzsew 10 training, you had to do an assessment is what
oszzasen 11 MS. SMITH: Objection. wzsew 11 We would call get-out-of-jail. You came back
wzeew 12 A, -- cOmpanies. azsem 12 0N the field and then had another trainer that
wazzaon 13 THE COURT: Objection is sustained. wzsew 13 WoUld help you integrate into the field and
oszzasen 14 The objection had to do with the wzsew 14 really learn how to sell to the physicians
wzzaon 15 relationship between two companies, wzsen 15 Within our, you know, target customer base.
oszzasen 16 Johnson and Johnson and Janssen wzse0 16 Q. You did that in Oklahoma from '98 until
a— Pharmaceuticals. wasen 17 When?
owzzasen 18 Do you know the relationship? wzsew 18 A Till 2000, which, you know, summer of
oxzzasen 19 THE WITNESS: Yes. Janssen wzsen 19 2000, somewhere in there.
oszasen 20 basically is under the Johnson and wzsen 20 Q. What happened in the summer of 2000?
oszzason 21 Johnson umbrella. wzsew 21 A. 1 was promoted to Houston. I relocated
oazzoeu 22 MS. SMITH: We still have an wzsew 22 from Oklahoma City to Houston, and there is a
vszasen 23 objection. uzsew 23 Sales force called CNS, Central Nervous
osazasen 24 THE COURT: Overruled. unem 24 System, that basically focused on calling
wzaen 25 BY MR. HILLIARD: wzsen 25 PSYchiatry which was, at Janssen, the top
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wzem 2 Q. Once you graduated, where did you go and |wz= 2 sales force in Janssen.
wneew 3 What did you do. First, you graduated May or I So I was promoted to that division in
wxwew 4 December? wzeew 4 2000 to sell Risperdal.
wzeww 5 A. Actually, December. sz 5 Q. When, during the summer of 2000, did you
«zew 6 Q. When does the NFL draft occur? wzzew 6 first hear of this Risperdal?
waeww 7 A. In spring. «zv 7 A. 1 heard about it before then, but, you
wzeen 8 Q. Any phone calls? wzem 8 KNOW, obviously, during training, I learned
wzew 9 A. No phone calls. wzzew 9 MOre about just about the intricacies of the
wzeew 10 Q. Time to go to work? wzsew 10 product.
wzew 11 A, Time to go to work. w2 11 Q. So if you'll just explain to these folks,
wzeew 12 Q. Where did you go and what did you do? wnsew 12 ONCe you started your job in Houston promoting
«zew 13 A.  After my collegiate career, I went to wzszew 13 Risperdal what your job description was, how
wneew 14 Janssen as a sales rep in Oklahoma City in wnsew 14 yOou went about doing it; and may I interrupt
wzsew 15 April of '98, 1998. wzsew 15 yOU and start with a preliminary question, and
wzsow 16 Q. April of '98, you went to Janssen wzsen 16 that is: Did you receive any additional
wzsew 17 Pharmaceutical where? wzsew 17 training on Risperdal prior to beginning going
wzsoew 18 A, In Oklahoma City, Oklahoma. wzsem 18 oOUL in the field?
wzseen 19 Q. What did you do? wzeen 19 A, It's ongoing training all the time, so
«=soew 20 A.  Primary care sales representative; so wnsew 20 When I was promoted in 2000, I went to sales
wzsew 21 basically, the baseline of sales at entry wzsew 21 training, had field training, and then you
uzsew 22 level, and I called on primary care physicians uzsew 22 WOUld have a mentor that would train you, you
wzsen 23 @nd their products within therapeutic, the wzsen 23 KNOW, to insure that you were executing the
unom 24 products that they have for that sales force. wnsew 24 Way that the company wanted you to, and then
«zsen 25 Q. Before you started doing that out in the wnsew 25 yOU Said -- what was the other question? I'm
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wzsen 2 SOFTY. wasew 2 BY MR, HILLIARD:
wzow 3 Q. That's it. We were first making sure wzsw 3 Q. During that time period, what was your
wzsew 4 Whether or not you had any training specific wnsew 4 UNderstanding with regards to the FDA, of the
wzsew 5 tO Risperdal. wasew D drug, Risperdal?
w2 6 A. Yes. That's when I learned more about wzswn 6 A. At that time, Risperdal was for
o A | wnsew 1 SChizophrenia only.
wzeew 8 Q. Then we'll go back to the question that wzeew 8 Q. You started this in 2000. How long did
wnsew 9 We had pushed the pause button on, and that wnsew 9 yoOU do this, promote Risperdal?
wnsew 10 i1 How did you go about doing the actual wzew 10 AL Well, I was a field rep from 2000 to
wzsen 11 field work promoting Risperdal? wasew 11 2002, and I was quite successful in selling
wasen 12 A, Well, how I went about it is, basically, wzsew 12 Risperdal in the Houston market.
wnsew 13 1 was trained from the company, and which was ape— We would have what we call president's
wzsew 14 10 go out and call them -- we have a list of wzsen 14 trophy trips; so we'd go on trips based on our
wnsew 15 Ccustomers that are provided from the company wnsew 15 sales, so I had the opportunity to do that in
wnsew 16 that we went and called on. wnsew 16 2000 and also in 2001.
wazzsien 17 We had to make eight calls a day or so, wazzsoou 17 During that time frame, the reason I was
wnsew 18 @nd that's pretty much what we did every day. wnsew 18 promoted in 2002 is because I had one of the
wnsew 19 We sampled our key customers. We did business |«z«s 19 highest market shares at Janssen selling
wzsew 20 @nalytics, determined who our top doctors wzsew 20 Risperdal, which was roughly around 50
wzsen 21 Were; and so there's a lot involved, you know, wzsen 21 percent, so we did very well selling Risperdal
wnsew 22 Managing a territory, you know, within the wnsew 22 iN the Houston market.
wzsew 23 pharmaceutical business, so -- wazzsoou 23 So my manager at the time stepped down
sz 24 Q. During that time, did you become familiar wnsew 24 @nd so I was in management training. So in
wzsew 25 With whether or not Janssen had a national wzsen 25 2000, November of 2002, I was promoted and,
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wzsew 2 Policy on the promotion of Risperdal off-label wzsew 2 typically, when you're promoted within, you
wzsew 3 IN the pediatric area? wzsew 3 KNOW, Johnson and Johnson, I would say Johnson
wzsen 4 A, During that time, what Janssen would do, wzsew 4 @nd Johnson, not just Janssen you're not
wnsew D they would talk about different areas that we wnsew D promoted within the team you work with; you
wasew 6 Would focus on. wzsew 6 have to relocate or move to a different
wazzssou T However, you know, back in those days, it wasen 1 district.
wzsew 8 Was a little different than it is today, so it wzzseu 8 Well, I was promoted within the team that
wzsew 9 WasN't as restricted; and so they would, you wzsew 9 1 worked with. So obviously, they felt very
wzsew 10 know, we would talk about different disease wzsw 10 -- that I had a leadership skill so forth to
wzsew 11 states that Risperdal treated, which was for uwzsew 11 be able to handle a very tenured team; so in
wzsew 12 @dults. It was also for a child in wzsen 12 2002, I was promoted to the manager role.
wzsew 13 a@dolescence and also for patients that had «=sw 13 Q. Now, as a manager, did you receive
wnsew 14 Mood disorders as well, bipolar, those type of wnsew 14 directives from the national office in regards
wzsew 15 patients. wzsew 15 t0 how to promote Risperdal?
wzsen 16 Q. Mr. Jones, did you have an understanding wzsen 16 A, Correct. That's the only way that we
wzsew 17 during the time period you were promoting wzsen 17 would go out and promote Risperdal, is based
wzsew 18 Risperdal that it was not approved by the FDA wzsew 18 UpON What was given to us from sales training
wzsew 19 fOr use in children? wzsen 19 OF the marketing sales director.
oszzseon 20 MS. SMITH: Objection, Your Honor. wzs 20 Q. Did that training in the national
oszzsou 21 THE COURT: Legal basis? wzsew 21 direction, if you know, was it pinpointed to
oszzsoon 22 MS. SMITH: Leading. wasen 22 the Houston area region?
oszzseon 23 (Pertinent portion was read by the oszzsoen 23 MS. SMITH: Objection, Your Honor.
owzzsorn 24 court reporter). wzsen 24 BY MR. HILLIARD:
oszzseon 25 THE COURT: Rephrase. wzew 25 Q. Or was it pinpointed to more of, if it
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wzsew 2 Was, more of a different -- wzorn 2 THE COURT: Overruled. You may
s 3 THE COURT: Objection sustained as wmorn 3 answer.
sz 4 phrased. Next. «=oew 4 A. Correct, yes.
unsem 5 BY MR. HILLIARD: w5 Q. South Central?
wzwea 6 Q. Explain to these folks a connection, if «=ew 6 A. South Central Region.
wzsew [ there is one, between Houston and Dallas in wsoee 7 Q. How would a national directive from the
wzsew 8 Fegards to the natural policy in promotion of swnoew 8 home office get to you in regards to what you
azwem 9 Risperdal in the pediatric area? anom 9 Should or should not do as it relates to
oszzsoen 10 MS. SMITH: Objection. axom 10 Marketing and promoting of Risperdal?
oszzseen 11 THE COURT: Overruled. «=oe 11 A. S0 we would have manager meetings
«zsow 12 A. S0 Dallas and Houston were in the system |« 12 typically in the Dallas area, and we would
wzsew 13 FE€Gion; so whatever sales direction was sent szoew 13 have our sales training or even the field
wzsen 14 from home office, Princeton area, whether or wnoew 14 Sales director come down to provide us
wzsew 15 NOL you were in California, Minneapolis, down wxoew 15 direction on how to market Risperdal.
wzsew 16 IN HOuston or even on the East Coast, we all oszsoren 16 In addition to that, sales training would
wzsew 17 fOllOwed the same sales direction. wnoew 17 CcOmMe down as well at our manager meetings to
oizsoom 18 We didn't make it up on our own. Really, axom 18 basically share what the sales forecast was
uzsem 19 during my tenure there, I never recall a rep axom 19 @nd sales messaging and so forth.
wzsew 20 getting fired because of off-label marketing. w0 20 Q. The equivalent of Tony Jones in the area
[yp— MS. SMITH: Objection. wneew 21 Of Sherman, Dallas and Fort Worth, what was
osazsoru 22 THE COURT: Sustained. You've gone unew 22 Dis name?
vszzsorn 23 beyond the question. wsoew 23 A. At that time, his name was Hayes
—L Next question. unoem 24 Clifford.
wznsen 25 BY MR. HILLIARD: oszsaon 25 MS. SMITH: Can we have a time
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wzseen 2 Q. Mr. Jones, would you tell the jury szozrn 2 frame?
wzsew 3 Whether or not you received national direction oxmorm 3 MR. HILLIARD: I will do that,
wzsew 4 tO promote Risperdal to kids? wzmoen 4 Judge.
wasew 5 AL Yes. wmeew 5 BY MR. HILLIARD:
wzen 6 Q. How was that done? w6 Q. Mr. Jones, without talking about the
wzseen 7 A. Sales training. wnom [ Specific contents of P-1, can you identify
«w 8 Q. By agreement and with the Court's wnce 8 What it is generally?
wzsew 9 Permission, I'm going to put up a map of the «=ew 9 A. It's an organizational chart.

«=wu 10 State of Texas to get a sense of where Houston |w.... 10 Q. And what does that organizational chart
wzsew 11 1S N relation to Sherman and the region uncew 11 purport to reflect?

umom 12 you're speaking of. «=eew 12 A.  Well, it's an organizational chart of the
oszsoorn 13 If you would orient the jury in regards wneew 13 Management team across the country.

axom 14 O where your region was, where it extended, wnen 14 Q. Is your name on it?

wnoew 15 Dr. Vernon Johnson's region and explain wnoen 15 AL Yes.

wxeew 16 generally how it worked in the State of Texas. «=eu 16 Q. The gentleman you identified as being the
wsoew 17 A.  Okay. This was my region here wneew 17 €quivalent of Tony Jones up in the top part of
axom 18 (indicating), and that was the Dallas area, unew 18 the same region, is his name on it as well?
wnoew 19 Sherman, Texas, here. Our region was called w=eew 19 A.  His name is on there as well, yes.

w0 20 the South Central Region; so that encompasses |w....w 20 Q. And does that organizational chart also
unoew 21 @Il Of Texas and also it had Oklahoma. wncew 21 ShOW Who both you and he answer to?

waoe 22 Q. So South Central Region, is that how the osasoseu 22 MS. SMITH: Objection, Your Honor.
wneew 23 National office recognized Dallas, Fort Worth, oszsaoen 23 THE COURT: Legal basis?

umom 24 Sherman and Houston? osmsoseu 24 MS. SMITH: Leading.

osasooru 25 MS. SMITH: Objection, leading. oszsoseu 25 THE COURT: Overruled.
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wxoen 2 A. Yes, it does. We both reported to Rob wmoew 2 YOU explain to the jury the connection, if
wnoew 3 Craner at the time, which his title was wnmoew 3 there is one, between Mr. Clifford, who you
wsoew 4 regional business director. wueen 4 identified as being the Tony Jones in this
«=ww 5 Q. And what time period are we talking about wseew D Fegion, and yourself and the superiors that
wnwew 6  Of this organizational chart, generally? wseew 6 YOU @answered to?
wxeen 7 A, Yes. This was -- were at 2002 to at wzeen 7 A, Okay. I had the Houston district.
wseen 8 least -- I'm trying to find -- wmoew 8 Clifford had the Dallas, and we reported to
«=ew 9 Q. Right now, we're just putting -- wxeew 9 ROb Craner, and Rob reported to Dave Meek, who
oszsosen 10 THE COURT: Whoa. Do you know what |wxs«us 10 was a field sales rep.
oszoen 11 time frame that applies to? wmew 11 Q. If information came down from home office
oazsoen 12 THE WITNESS: Yes. wnsew 12 in regards to the promotion and marketing of
oszsoen 13 THE COURT: What time? wnwew 13 Risperdal off-label to children, how would it
wszsoen 14 THE WITNESS: 2002 to 2006. wseew 14 cOme down through these names on this list?
wzsoen 15 MR. HILLIARD: We would offer P-1. wzwen 15 AL First, number one, my initial predicate
oszsoen 16 MS. SMITH: My objection would be -- wxcen 16 Question is: Did it come down? Basically, to
wazsosen 17 THE COURT: Your objection would be wnoew 17 @nswer, it will come down from this level
wazsoen 18 at sidebar. wueen 18 here, from Jeff Bailey, Mike Walsman down to
oszsoen 19 - - - wxeen 19 Dave Meek down to Rob Craner.
wazsosen 20 (An off-the-record discussion was wazoou 20 As you can see the line there, he would
oazsoen 21 held at side bar as follows:) wxeen 21 deliver the sales direction to the district
oxzsoipu 22 - - - wzeen 22 MMANagers.
oazoseu 23 THE COURT: What's the problem? wmew 23 Q. Are you familiar with the phrase "meeting
ouzsoirn 24 MS. SMITH: There's no date on the wxscen 24 iN @ bOX?"
oszson 25 list. waoen 25 AL T am.
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wzmoen 2 THE COURT: Okay. Any other wmew 2 Q. Can you explain to the jury what that is
oazsoen 3 problem? wnwew 3 IN relation to information that comes down
wmoen 4 MS. SMITH: When he first started, wnoeew 4 from the top of the food chain to the Tony
ozsoin D he was guessing, and Your Honor uneen D JONESES?
wzsoeu O interrupted him; but this particular «xoew 6 A. Correct. So to insure that there was no
owzzoom [ document has no -- there's no foundation wueen 7 deviation from what, as I share with you, Rob
wzoeu 8 that it existed at the time he said it wnow 8 Craner would provide us, they would send us
oszsoen 9 did. wsoen 9 Meetings in a box where everything -- we would
wazsoen 10 THE COURT: Overruled. You can wson 10 have meetings with our teams, so you have all
oszsoen 11 cross-examine back in court. wsoen 11 the managers here.
oszsoen 12 - - - oszsarem 12 Then we'd have ten reps we each would
oazosen 13 THE COURT: This has previously been uwnoew 13 have that we deliver sales direction to so
oazsoen 14 marked P-1 and accepted into evidence. «xeen 14 they would deliver them meeting in a box where
wnoew 15 BY MR. HILLIARD: wsoen 15 we didn't have to really do anything but
«=eew 16 Q. Do you still have your laser pointer? wnoew 16 cOMmunicate what came to us from home office.
waoen 17 A, Yes. wazoreu 17 So it was very simple; you couldn't
oazsosrn 18 MR. HILLIARD: Could the Court wnoew 18 deviate from it.
oazsoseu 19 inquire as to whether the jury can see wazsoreu 19 It was a couple of them actually was on a
aazsosen 20 this? wxaen 20 DVD where you would play the DVD and it would
oszzoseu 21 THE COURT: They can't. I cannot. wnoew 21 basically share what sales direction, what the
oszsoson 22 Can you see that? wnoen 22 fOrecast was targeting and everything.
wxscen 23 BY MR. HILLIARD: wmew 23 Q. Do you know whether or not Mr. Clifford
wzoen 24 Q. Mr. Jones, do you think Plaintiff's wneen 24 IN the northern part of your district received
wxncen 25 Exhibit No. 1 -- and with your pointer, can wnwew 25 the same information that you received,
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wmem 2 Specifically in regards to the national waom 2  patients thought of the pediatric patient
wneew 3 directive to market and promote Risperdal to wnoew 3 Lype, and that's where they would use
unew 4 Children? wxom 4 Risperdal at lower doses.
oszsoeru D MS. SMITH: Objection. o D MS. SMITH: I object.
oo O THE COURT: Overruled. oz O THE COURT: Overruled.
«=eew 7 A. Yes. He received the same exact wnwew 1 BY MR. HILLIARD:
wmem 8 INformation that I received. «w=n 8 Q. In describing those buckets in the
w9 Q. Explain to me, once you received that w9 promotion of Risperdal in that way, would it
wxeew 10 iNformation, how do you take that information |w=«s 10 help you in your explanation to diagram it for
wzem 11 OUt iNnto the field and do what you've been wnvew 11 the jury?
wnaen 12 told to do? w12 A, Sure, I can do that.
«=eew 13 A.  Well, we'd go out and deliver the sales oszsien 13 MR. HILLIARD: With the Court's
wneew 14 Message that the company provided to the oo 14 permission.
anem 15 different patient types that we were targeting oszsren 15 THE COURT: Sure.
axem 16 fOr Risperdal; and typically, what that looked «=wen 16 A.  You had a sales aid that would have
wnew 17 like., wnwew 17 Risperdal.
oszsooom 18 We'd have new sales aids every cycle or ozanem 18 THE COURT: Sales aid?
amem 19 every quarter, and it would basically provide «=en 19 AL Yes, sir. So you had sales aid.
wneen 20 US direction in terms of how we were to do our | sz 20 You'd have a circle like this, three
umen 21 jObS in front of our customers. wnm 21 Circles. This one would be for positive
w22 Q. From the national office where you anm 22 Symptoms, hallucinations, dilutions, so forth.
unwew 23 trained on what you were allowed to do in oszsrien 23 Then there would be another circle that
umem 24 regards to encouraging, if you did encourage, axvm 24 had negative symptoms which were like flat
umem 25 doctors to prescribe Risperdal to children? anvem 25 affects, social withdrawal, so forth.

138 140

1 Bentley vs. Janssen - Trial - 9/24/12 - Volume | 1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
«sww 2 A. Yes. We were trained on that, and we vz 2 Then you would have the last circle, and
umem 3 WoUld focus on symptoms. w3 here's where this last circle was; the biggest
w0 4 Q. Can you explain that, please? wawm 4 OppoOrtunity for Risperdal.
«=ww 5 A. Yes. So basically, there were three, I'd w5 Q. Let me interrupt you and ask you to
wmem 6 Say, three buckets, if you will. We had a, wnew 6 €Xplain what you mean by the word
wmem 7 YOU know, a positive symptom bucket that we | wxwn 7 "opportunity.”
wmem 8 WoUld focus on, which primarily were for the «=wu 8 A. Well, the opportunity for growth for this
wneew 9 @dult patients. wnew 9 product, because when you look at these two
osasos 10 Then we would have a negative symptom | .»wu 10  circles, these two circles really represent in
w=em 11 bucket with social withdraw, flat affect that «=zw 11 terms of general population is one percent.
wxom 12 @lso was more for adult patients; but then axww 12 That's only one percent.
wnoew 13 there was a hostility, another bubble where it oz 13 So this over here, when you look at
w2z 14 had hostility, excitement, irritability, wxew 14 hostility, aggression, agitation, this was a
wxoew 15 @gitation and aggression. That would be the waew 15 -- I mean, a significant opportunity for
axom 16 third bucket. axww 16 growth for Risperdal, because we weren't
oszsioen 17 And we would show that to the physicians; |« 17 really winning in this area here; our
axom 18 @nd they knew exactly what we were talking wneen 18 CcOMpetitors were.
wnoew 19 @bout, because they would -- as you know, we | wzew 19 That's in a nutshell what our sales aid
wxeew 20 COMe in after patients; and many times, the wnew 20 WoUld look like; and when we would go in to
wnoew 21 physicians would either have seen those wnuew 21 talk to physicians, we would talk about these
wnoew 22 Symptoms or think about a patient that has waom 22 Symptoms with the focus here; thus, yeah, I
wnoew 23 those symptoms. wnew 23 have, you know, the younger population has
oszsioeu 24 And when you really focus on those, the wnwm 24 hostility, aggression, those type of symptoms;
wnom 25 irritability, agitation, aggression, many anww 25 @nd thus, they would use Risperdal for those
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wmaen 2 patients. vz 2 introduced.
«=ww 3 Q. Mr. Jones, when you used the phrase oz 3 THE COURT: Overruled. Proceed.
wnuew 4 "growth opportunity”, can you explain to the oszsison 4 What was the opportunity? Did you ever
wnwew D jUry what that means in relation to sales? vz D hear in any of these situations where
wzwn 6 A.  Well, so what does that mean in terms of wzzsu O they were telling you how to market
wnuew [ Sales? e things, the words, "opportunity for
vz 8 Well, the growth opportunity, how it vz 8 growth"?
wnwew 9 relates to sales would be, you know, how do oszsasen 9 THE WITNESS: Absolutely.
«nuew 10 yoOUu take that one percent to make it bigger? oszsrson 10 THE COURT: Did you ever hear with
unuew 11 S0 how do you grow a product from 250 million | sz 11 respect to Risperdal?
wnuwew 12 to @ billion dollars? o—— THE WITNESS: Every meeting.
oz 13 And when you look at, you know, those wazon 13 THE COURT: You may state the
wxwew 14 buckets that I, you know, the circles, again, [o— question again.
wnuwew 15 yOU know, Risperdal was in 1993 launched into oszsioen 15 The objection is overruled.
wnuwew 16 the market. It was doing well, because it was wnen 16 BY MR. HILLIARD:
wmwen 17 the first. «=ww 17 Q. As to the opportunity for growth that you
r— - Then competition came on board and that's | s« 18 heard at the meetings, meetings that Mr.
wmwen 19 hOW -- wnwew 19 Clifford also attended?
sz 20 MS. SMITH: I object. wmew 20 AL Yes.
vszzraon 21 THE COURT: Hold on. «=wn 21 Q. As to the specific drug Risperdal, would
oszsaon 22 (Pertinent portion of the notes of wnwew 22 YOU please explain the connection between
[I—1 testimony was read.) unwew 23 OPpoOrtunity for growth in relation to P-2, how
oe—ri THE COURT: Were you with the wnwew 24 P-2 translates into opportunity for growth?
wazzaen 25 company in 19937 wmen 25 AL Very simply.
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vz 2 THE WITNESS: Me? No, sir. vz 2 Janssen wanted Risperdal to be a billion
oz 3 THE COURT: Objection is sustained. waeen 3 dollar product. That right there led to how
vz 4 Next question. waen 4 WE Were able to communicate with our
unuww O BY MR. HILLIARD: wnwew D physicians to grow the brand to a billion
«=ww 6 Q. Please limit your answer only to the time wnwew 6  dollars during my time I sold Risperdal.
wnuwew 1 YOU Were with the company in regards to the w=ws 7 Q. In order to follow what Janssen wanted in
wnwew 8 OppoOrtunity for growth as it relates to the wnvew 8 Fegards to Risperdal becoming a billion dollar
wawen 9 description that you have -- I need to w9 product, did you receive instruction from the
wawen 10 identify this for the record. wzwew 10 National headquarters to market and promote
por—— MR. HILLIARD: We would offer P-2. «=wew 11 Risperdal to children?
oszsrson 12 MS. SMITH: Objection. oszszon 12 MS. SMITH: Objection.
po— THE COURT: Overruled. Accepted oszzren 13 THE COURT: Overruled.
o into evidence. «=vw 14 A, Yes. That was one of the focused areas
wmsw 15 BY MR, HILLIARD: wmwen 15 that when you look at how the company was
«=wn 16 Q. In regards to P-2 and your explanation «nww 16 going to grow to be a billion dollars, that
wmsew 17 @nd the question earlier about opportunity for wnwew 17 Was the area that we were going to focus on.
wawen 18 growth, limiting your answer only to the time «=wv 18 Q. My question again goes to your counter
wmsen 19 that you were actually at Janssen, can you wmeen 19 part up in Dallas. Did Mr. Clifford also
wniew 20 €Xplain to the jury how P-2 related to what wnwew 20 receive the same information?
wnuew 21 the opportunity for growth actually was? wamn 21 AL Yes.
[I— MS. SMITH: Objection, Your Honor. wmrw 22 Q. On how to market and promote to children?
orzaisen 23 THE COURT: Basis? waen 23 AL Yes, he did.
or— MS. SMITH: Outside what his «umw 24 Q. Once you were promoted, once you became
vszaraon 2D knowledge base is based on how he's been |..... 25 the team leader, were there ways that you
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wnwew 2 CONveyed to the drug reps under you this «==w 2 Q. Promoting Risperdal off-label would get
wmeew 3 INfOormation and this directive from the wmmen 3 YOU fired?
wnwew 4 National office? oszsaen 4 MS. SMITH: Objection, leading.
wawn 5 A, Yes. w5 THE COURT: It wasn't a question.
w=ws 6 Q. How did you do that? wxszen O Rephrase the question.
wmew 7 A.  Well, I would go out in the field and wnzew  ( BY MR. HILLIARD:
wmeen 8 WOrk with the rep while I would observe their «=z 8 Q. Mr. Jones, in your experience, would
waeew 9 Calls with physicians in the Houston area; and wszew 9 promoting Risperdal off-label to children get
«nwew 10 also I wrote field contact reports to wnaew 10 yoU fired?
wmeew 11 basically hold them accountable for what the wzzen 11 AL No.
wnwew 12 CcOmMpany has asked us to do in terms of sales w=en 12 Q. Would it get you a bonus?
waeen 13 direction and so forth. wxeen 13 AL Yes.

«=ww 14 Q. Was there ever a time when the national «=w 14 Q. Of your at-a-boy letters, I've pulled a

waeen 15 Office tied bonuses into the marketing of wnzen 15 few out and I'm going to ask Charles to pass

wnwew 16 Risperdal and the promoting of Risperdal to wnaew 16 them to you.

wmsen 17 Children? vszszen 17 THE COURT: Do the two of you want

wzwn 18 A, Yes. Well, it was all part of our, what oszszen 18 to talk off the record? That would be

wnwew 19 We call, incentive compensation package; and oszszien 19 fine. Is there an objection? What's

wmsen 20 basically, the company provided the sales wszszen 20 happening?

wnwew 21 direction, and they just wanted marketshare oszszien 211 MS. SMITH: I do have an objection.

wnwew 22 iNCrease. They wanted growth. oszszion 22 THE COURT: Talk to counsel and

vszsroen 23 And so whether it was -- and oszzen 23 let's see if we need to go to sidebar.

wnwew 24 SChizophrenia or outside of that, they wanted oszszien 24 - - -

wnwew 25 Risperdal to be utilized within that oszszen 25 (An off-the-record discussion was
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wmsen 2 Physician's office, and so that's how we were vizszen 2 held at side bar as follows:)
wnwew 3 bDONused each quarter on sales growth for e 3 - - -
wnwew 4 Risperdal. wmzen 4 THE COURT: What's the objection?
«=ws 5 Q. During the time that you were in Houston, oszszen D MS. SMITH: There's no relevance to
wmwen 6 did you, from time to time, receive at-a-boy wzszen O any issue in this case. That has nothing
waeen 1 letters, written letters where your bonus is wzszen [ to do, being paid for promoting to
wnwew 8  described and you were congratulated for what vizzn 8 children, and it's irrelevant.
wnoew 9 YOU Were doing? vszszen 9 THE COURT: Okay. Overruled.
oszszoen 10 MS. SMITH: Objection. oszsazen 10 MS. SMITH: I think he's going -- 1
Jo— THE COURT: Overruled. jor— don't know how many of them --

«=om 12 A, Yes. I have a pretty thick booklet of oszsaron 12 MR. HILLIARD: About six.

wmwen 13 a@t-a-boy for not only when I was a rep, but po—— MS. SMITH: Can I have the same
wnoew 14 @lSo @ manager for my team in terms of how we | wxwen 14 objection to all of them?

wnoew 15 Were out-selling, you know, most of the other po— THE COURT: Sure. Why don't you do
wnoew 16 districts across the country. oszsizon 10 all six at once rather than dramatically
py——4 So we would get very frequent at-a-boys, po— wasting 15 minutes.

wuzew 18 if YOu will, based on our sales growth within osziceen 18 Would that be a good place to break
wmaen 19 My district. oszsceen 19 for the day after the at-a-boys?

w=xew 20 Q. Please assume that this jury, during oszuroen 20 MR. HILLIARD: It would, Your Honor.
wnoew 21 OpeNing statements, heard a statement from the | waw 21 THE COURT: How much longer do you
wna 22 defense attorney that said -- vszurron 22 think you'd be with this witness?

oazszom 23 MS. SMITH: Objection. oazson 23 MR. HILLIARD: 45 minutes.

o—_ri THE COURT: Objection sustained. — - - -

wznaen 25 BY MR. HILLIARD: oszizien 25 MR. HILLIARD: I'm going to mark a
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vszszzn 2 number of them at once and hand them to | wumem 2 P-8, this doesn't have a date on it.
oz 3 him. So if you'll help me with that. wnwew 3 There's actually several dates but no specific
oszeaon 4 THE COURT: Pass that up to the wseew 4 date. This is my letter announcing my
wzszen D witness now. wssew D Promotion to the district manager, Houston
wmew 06 BY MR. HILLIARD: weern 0 district manager.
w=een 7 Q. Mr. Jones, if you would simply read the P oszesion [ P-9, September 13th, 2002. This was
wxsew 8 NUMbers to me. wnwew 8 a@ctually another letter, but this comes from
wsew 9 A. Okay. P-3, P-4, P-5, P-6, P-7, P-8, P-9 weon 9 -- this comes from Rob Craner again about the
wzoew 10 @nd the last one is P-10. waowen 10 promotion being a district manager.
wroen 11 Q. Generally, very briefly, with no — Then the last one, P-10, was in September
waaen 12 Specifics as to the contents, will you wozen 12 10th, 2001 was another letter from my district
waoew 13 describe each exhibit? wozen 13 == My former district manager when I was a rep
sz 14 A, Describe them? wnzew 14 fOr the bonus and also the performance that I
waw 15 Q. Yes. wosen 15 Was able to accomplish during that time.
«ew 16 A.  P-3 basically is a letter for sales ossoseen 10 MR. HILLIARD: We would offer the
wxzew 17 performance. That's when I was a rep. ososren 17 previously identified -- previously
wzxew 18 Q. Thank you. waossen 18 identified Plaintiff's Exhibits.
oszrzew 19 MS. SMITH: Can he state dates? oszoaen 19 MS. SMITH: Same objection.
oszrzsen 20 THE COURT: That would be good, yes. | wwwn 20 THE COURT: I'm not quite sure I
waen 21 A. 2001 when I was -- as I mentioned, 2001, wasoaoru 21 understand that. I'll hold off on ruling
wrsew 22 1 Was a sales rep. ossosion 22 on that objection.
vszrsen 23 THE COURT: Does it have a specific osaoszeu 23 MR. HILLIARD: I have a question in
o—Li date? ossosion 24 regards to those exhibits generally, not
wzrzen 25 THE WITNESS: December, 2001. ossosou 25 specific to the content, Judge, so I

150 152

1 Bentley vs. Janssen - Trial - 9/24/12 - Volume | 1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
osaracen 2 THE COURT: Keep going.. ososeru 2 don't think it's subject to the Court's
vz 3 THE WITNESS: This does not have a wwsosoru 3 objection.
vszrasen 4 date on it that I see. This is P-4, and wnsew 4 BY MR, HILLIARD:
wzrsem D this particular document is when I worked «ww 5 Q. During the time that you were given those
wszrsion O with the brand team, CNS brand team in wnwew 6 letters, Mr. Jones, professionally, were you
oszsaron T field testing at the new sales aid, as I wnew 7 @nd your team promoting and marketing
e O mentioned to you earlier. wnsew 8 Risperdal off-label to children?
oz 9 P-5, I was an advisor at a product w9 AL Yes,
oszereen 10 training class. oszrzen 10 THE COURT: Is this a good place to
oszsroen 11 MS. SMITH: Again, I don't know if osrzen 11 break?
oszszen 12 he doesn't tell me a date and I didn't ossrzem 12 MR. HILLIARD: Itis.
oszszen 13 have that last one. osrzeen 13 THE COURT: Step down, please.
«=xew 14 A. My apologies. January 25th, 2002. I was —r Ladies and gentlemen of the jury,
wxzew 15 @ What they call initial product training oz 15 we're going to break at this time. The
wusen 16 @dvisor; so that's a letter for that. wsrzou 10 attorneys and I have a couple things to
oszssren 17 April 8th, 2002 -- P-6, this is a field o—— 4 go over that might help speed things
wnsew 18 day letter coming from Rob Craner, who's my ossraen 18 along.
wxsew 19 regional business director, and I was still a osrssen 19 I'm going to ask you to return at
wasew 20 rep at this time; and when he had come out wsraeu 20 9:30 tomorrow morning. Between now and
wneew 21 iNto the field to work with me. osrsoeu 21 when you return, you're to keep an open
oszsaaen 22 P-7, April of 2002, this is when I was vsarazon 22 mind. You haven't even heard all the
wncen 23 promoted as an institutional specialty ossrasen 23 evidence from the very first witness, and
wnoew 24 training representative; so now I was able to —Z you're not to discuss the case with
wnaew 25 train people across the country. wasrasn 25 anyone.
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That includes your husband or wife
or great niece who says to you when you
first walk in the door: What happened in
court today?

You're to say: We heard opening
statements, heard some testimony. If you
want to say the judge kept you waiting,
you can say that too, but then you are to
say: And the judge said I may not say
anything further.

Blame me. I am saying that. You're
going to be on this jury for three, four,
five -- three, four weeks. I'm hoping
three, three weeks; and you're going to
get that same question every time you
come home.

And unless you establish tonight
that you are not going to discuss the
case, you're going to get more and more
questions and they will come at a time
three days from now, three weeks from
now, over time when I'm in Chicago when
you realize, I'm saying too much, I
better shut up.
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separate, but you're going to be mingled.

There are going to be times when you
come back from lunch and get in the
elevator and there had been parties and
lawyers.

Well, the last thing anybody wants,
anybody, but particularly the lawyers, is
an accusation that they said anything
improper to you.

So if people you've been seeing day
after day for four days get into the
elevator with you or pass you going into
City Hall and they don't say a word, they
don't even acknowledge that you exist,
it's really the proper thing to do.

They're not insulting you. They're just
trying to make sure nobody gets a
mistaken idea they said something
improper to you.

With those instructions, we'll see
you back here 9:30 tomorrow morning.

(Jury panel departs courtroom at
4:30 p.m.)
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It's going to be so much harder for
you to convince them that you're not
going to discuss the case than it will be
tonight.

When the case is over, you can
discuss any and all aspects of this jury
and this trial with anybody you want to.
But until that time, you are not to
discuss the case with anyone.

You're not to Tweet about it, blog
about it. You're not to do any of that
stuff; and blame me: And the judge says
I may not say anything further.

One other thing. You've noticed
that we keep you separate from all the
witnesses and interested parties and
parties and lawyers and paralegals and
whoever else is around. We get ourselves
situated, then bring you in and keep
everyone seated until we bring you out.
Then you all mingle in the same
elevators.

You're going to be -- as best as
possible, it would be good to stay
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(Discussion held off the record in
judge's chambers:)

THE COURT: What's your objection to
P-3?

MS. SMITH: Your Honor, I would
probably -- well, P-3, the fact that his
-- this letter telling him what his pay
is is irrelevant to any issue in this
case.

THE COURT: "With your support, I
know that the Houston district will have
a very successful 2001 as we grow
Risperdal business to new and higher
levels."

Objection is overruled. How about
P-4?

For the record, that was reading
from P-3.

MS. SMITH: Same objection. Plus,
this has no time frame.

THE COURT: Reading from P-4: As
you know, Risperdal brand team introduced
a new sales aid to the CNS sales force at
the national sales meeting. The success
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onasaren 2 of this piece would not have been onarosu 2 P-10?
orasasu 3 possible without the time and resource owaroen 3 MS. SMITH: Same objection,
orarson 4 you and five of your peers committed when oarooon 4 relevance.
oaszsm D field testing a new sales aid." owariorw D THE COURT: P-10 I think does
orarsoon O Your objection is overruled. P-5? orariom O mention Risperdal. It does: "Tony, you
[ MS. SMITH: Same objection. It's owarsu [ continue to display an enthusiasm for
orassou 8 irrelevant to any issue in this case. oxerou 8 success as you confront many challenges.
oravsoon 9 THE COURT: This doesn't mention oraraom 9 I appreciate all of your efforts. With
orarson 10 Risperdal. It says: Thank you for your oxaraeen 10 your support, I know that the Houston
oxssooru 11 outstanding effort as an advisor during oxerasu 11 district will have a very successful 2001
owesoorn 12 January, 2002 CNS initial product owerzoon 12 as we grow Risperdal business to newer
orasoorn 13 training class. orarson 13 and higher levels."
— Is that what we referred to in the owarasen 14 Accepted into evidence.
oesoorn 15 earlier letter? oerssu 15 Does that resolve these specific
osaszon 16 Objection is overruled. osarson 10 questions?
— MS. SMITH: My objection is it's —— MS. SMITH: Yes, Your Honor.
oxassorn 18 irrelevant to the issues in this case. oxarsoen 18 THE COURT: With respect to these
—_t THE COURT: P-6. "As we discussed, owersoen 19 exhibits, I noticed that you've got a
oxssooru 20 continued to use the Sirnaski (ph) data, oxeraen 20 list of exhibits. 1147, 1386, 14 --
——k whatever that is, as a key tool to —— looks like 1448, and the ones that you
orasion 22 differentiate Risperdal on efficacy." orarson 22 have numbered 1 through 9 are not 1
[I— That's accepted into evidence, oxssoru 23 through 9 on this list.
—i whatever that is is me talking, not ——L I don't care if you want to do a
oraszren 25 reading. P-7. oranoorn 25 different list, but you'll have them
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onasoeu 2 MS. SMITH: Same objection, onarien 2 marked at the beginning of the day and
owasou 3 irrelevant. owarou 3 give counsel a copy, either at the
[ | THE COURT: P-7 refers to -- it's owason 4 beginning of the day, as would be most
ooy D Mr. Jones' appointment to something: "He oaszen D professional and courteous or as you use
oxssaoru O was a member of the recruiting club in owsezeu O it.
orassion [ 1999 and 2001: Tony was instrumental in orasasen 1 And having said that, I expect it to
oessoru 8 establishing Risperdal as the number one oxssaoru 8 be complied with, and I understand
oxsoeu 9 prescribed antipsychotic within the East [P | sometimes something happens and you don't
owasoseu 10 Texas MHMR system in 2001." owaeson 10 have something marked and you got to use
oxasoreu 11 It's accepted into evidence. oxsecoeu 171 it.
orasosen 12 P-8. oransoon 12 But then I certainly expect you'll
oxasou 13 MS. SMITH: Same objection, oxsecsen 13 have enough copies for everybody. You
—r relevance. p——r know you're going to use it, let's have
—— THE COURT: P-8 talks about sales oxsssoru 15 them marked in duplicate so that we don't
orason 16 representative and Risperdal. oraason 10 have to waste time marking and so that
——4 Objection overruled. P-9? [ counsel gets exactly what the witness
orasaeen 18 MS. SMITH: It's the same objection orassn 18 gets.
——c ] on relevance for P-9. oxsssoru 19 MR. HILLIARD: Yes, sir.
owaszon 20 THE COURT: P-9 also. It does not aaesou 20 THE COURT: Any questions about
[——k talk about Risperdal: Congratulations o that?
osasazon 22 and welcome to the CNS South Central osasszon 22 MR. HILLIARD: No.
orasasn 23 Management Team appointment as Houston orasion 23 THE COURT: I looked over the
orasason 24 CNS district manager. oransron 24 verdict forms, and plaintiff's forms say
orason 25 Objection is overruled. orasoorn 25 nothing about Johnson and Johnson or
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Janssen research.

They talk about defendants. The
defendants are clearly in different
categories. Your own witnesses made them
different categories, and you got to give
me verdict sheets that spell out the
questions the jury has to ask to find
liability for these three entities.

Defendants have given me three sets
of verdict sheets, one for each of them.
If you want to say, do that, Judge, that
solves -- that complies with what I'm
ordering to be done.

But it's also inviting a mistrial
when the jury gives us 22 different
versions of inconsistent verdicts; and
what I heard from you is that there's a
relationship between these that makes one
liable to the activities of the other.

So I think it should -- could be
done in the form of -- ~ and then we can
mold the verdict.

Everyone clear on that?

MR. HILLIARD: Yes.
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direct examination or something like
that.

MS. SMITH: I heard Mr. Hilliard say
they can bring him back next week, which
brings up the question we're trying to
revamp, and he's told us he's finishing
on Friday.

THE COURT: He's finishing what on
Friday?

MS. SMITH: His case.

THE COURT: This Friday?

MS. SMITH: Correct.

THE COURT: He's joking.

MS. SMITH: He might be.

THE COURT: He's trying to sucker
you into relaxing.

MS. SMITH: We've changed it three
times now.

(Off-the-record discussion.)

THE COURT: I keep getting more and
more surprised about what the claims are.

Mr. Hilliard, as I understand it,
you are presenting a claim for the child;
right? The child who's now an adult;
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THE COURT: When are you going to do
that?

How about Thursday morning?

MR. HILLIARD: Thursday morning.

THE COURT: Good enough? Enough
time?

MR. HILLIARD: Yes.

THE COURT: I want to give you more
than enough so there's no reason you
can't have it done by then.

I think that's all on my list.

MR. HILLIARD: Judge, if Laura and I
discuss scheduling issues and reach an
agreement regarding scheduling, would the
Court object to him leaving and coming
back?

THE COURT: If there's an
agreement --

MR. HILLIARD: I'm not saying there
will be.

THE COURT: If there's an agreement,
I won't interject a judicial objection,
but I don't like the idea of breaking not
at a natural point break, like, after
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right?

MR. HILLIARD: The child who's still
a child.

THE COURT: Still a child? I didn't
realize that.

You are presenting a claim for
damages sustained by the child; correct?

MR. HILLIARD: Correct.

THE COURT: Are you presenting an
independent claim for damages sustained
by the mother?

MR. HILLIARD: Yes.

THE COURT: What exactly are the
damages that you think the jury should be
permitted to award the mother for her
claims as mother?

MR. HILLIARD: Loss of consortium.

THE COURT: Now, I know the answer
is you don't know or you're not sure, but
I just want to put it on the record.

Is there anything in your verdict
Interrogatories about the mother's
independent individual claim?

MR. HILLIARD: Do not.
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1 Bentley vs. Janssen - Trial - 9/24/12 - Volume | 1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
osoroem 2 THE COURT: Is there anything on 2 CERTIFICATION
wozoeeu 3 your point for charge about the mother's 3
ooz 4 independent claim? 4 I hereby certify that the
wozem D MR. HILLIARD: Again, I do not know. 5 proceedings and evidence are contained
oo O THE COURT: What did I say? By 6 fully and accurately in the notes taken
osozaseu 1 Thursday, I want to know what the jury 7 by me on the hearing of the above cause,
oz O verdict Interrogatories are as to the one 8 and this copy is a correct transcript of
osozzem 9 two, three defendants that you've sued. 9 the same.
osozzen 10 I also want verdict Interrogatories 10
osozou 11 if you're pursuing independent claims as 11
osozsien 12 to the child and as to the mother. And 12 Maureen McCarthy
osoeasen 13 also with respect to the points for 13 Maureen McCarthy, RMR, CRR
ooz 14 charge. 14 Official Court Reporter
osozeen 15 I'm directing you by Thursday 15
osozasen 16 afternoon, Thursday morning, to have gone 16
osozaeen 17 through all of this stuff that's been 17 (The foregoing certification of this
osozasen 18 filed and submitted to me to tell me 18 transcript does not apply to any
osozszeu 19 where it is or that you're dropping it or 19 reproduction of the same by any means
osozsren 20 understand that I'm going to deem it 20 unless under the direct control and/or
ososorem 21 waived if it's not in there. Got me? 21 supervision of the certifying reporter.)
osoroim 22 MR. HILLIARD: I do. 22
osososem 23 THE COURT: Since it seems to be a 23
ososaen 24 moving target of some sort, list every 24
——le) claim, just a chart or a list, plaintiff 25
166
1 Bentley vs. Janssen - Trial - 9/24/12 - Volume |
osoazen 2 versus defendant, what the names of the
osoaEM 3 claimants are, plaintiff versus Johnson
ooz 4 and Johnson, and what the claims are and
sowem D if there are two plaintiffs, do the same
wosaren O thing for two.
7 - - -
8 (Concluded chambers discussion.)
9 - - -
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
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