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BY MR.

Q.

A.

Q.

(Whereupon, the Jjury entered the

courtroom at 2:09 p.m.)

THE COURT: Good
You may proceed,
MR. KLINE: Your
THE COURT: Just
(Pause.)

MR. KLINE: Your

again.
Good afternoon.

THE JURY PANEL:

afternoon, everyone.

Mr. Kline.

Honor, thank you.

one second.

Honor, thank you,

Good afternoon,

Good afternoon.

AS OF CROSS-EXAMINATION

(continued)

KLINE:

And, Dr. DelLoria, good afternoon.

Good afternoon.

Continuing our conversation,

all.

you mentioned on

a number of occasions during the morning session

about

a mindset being, we're thinking about the

autism approval and getting approval down the road,

okay,

remember that generally?
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A. Yes, correct.
Q. And I think we could agree that you said it a
number of times in various forms; can we also agree?
A. What, that --
Q. We were looking ahead and looking for the
approval down the road.
A. Yes, yes, that is the reason we had a business
plan. There wouldn't have been a business plan if
we had no indication of seeking an indication.
Q. Well, you were interested in the -- you were
actually interested in then, sir, was the here and
now, not only the future, correct?
A. Well, the here and the now in terms of the
miss -- misconceptions, so we need to identify what
the issues were today so we could address those
issues -- and some of them were the reanalysis or
other data that we would generate, so...
Q. Sir, would you agree with me what you just
said is not correct?
A. In what way?
Q. In the way that you were concerned about
market share erosion then.

You were actually concerned about
market share erosion. And erosion means something

that's going to happen to what's already here. Can
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we agree?

A. Correct, in the context of the fact that we
were developing this new indication around we need
to know what the perceptions were of physicians.
And if physicians, for example, wanted to see
additional information as it related to a particular
side effect or a symptom, then we want to see what
data we could generate to try to address those
questions that we knew physicians would have or
currently had.

Q. That's not what the document says, is 1it?

A. If in what way -- well, what does it say

that's inconsistent with what I just said?

Q. Well, let's look at it.
You talked about -- and we're now
on -- and I'm going to show you both plans, frankly.
A. Okay.
Q. In 2001, July 2001, you were looking to be

proactive with education and public relations.
Do you recall seeing that, sir, even

before we put it up? If not, I'll put it up.

A. Correct.

Q. Okay. And let's put up Plaintiff's Exhibit
63, 724 —-- 725 Bates number. Again, let's look at
the words that are on the page. Okay, sir?
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A. Sure.

Q. Because when this speech was being given -- or
this presentation was being given, both by Mr.
Bockes in 2001 and by you in 2002, the way these
slide presentations are generally given, at least to
what I'm accustomed to, is there's a presenter and
there's a group and the presenter has the PowerPoint
behind him or her and they're saying, Here's the
PowerPoint, and this is -- this is my speech. My
speech 1is actually both oral and written, correct?
A. Correct.

Q. And that's kind of a modern way that people do
speeches, correct?

A. Correct.

Q. There are very few old-fashioned
talk-to-people kind of speeches anymore, correct?

A. There's generally some media that's involved

in terms of PowerPoint --

Q. What, sir?
A. -- multimedia PowerPoints.
Q. Multimedia PowerPoints, right.

And so what's going on here, Lessons
Learned -- let me understand. Mr. Bockes, am I
pronouncing it right?

A. Bockes.
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Q. Mr. Bockes is presenting to the group, and he

is -- is he standing or sitting at the table?
A. Standing.
Q. Standing at the table. PowerPoint behind him,

correct?

A. Correct.

Q. And he's saying to the group, he's saying,
among other things, "Without a proactive approach to
education and public relations, we run the risk of
negative press and" -- and underline -- highlight
that, if you would -- "market share erosion,"

correct?

A. Correct.
Q. Now, sir, agree with me -- let's see if we can
agree. Market share erosion -- I hope I don't have

to keep going to the dictionary, I find that
difficult for everyone -- but erosion is something
that erodes what's already there, correct?

A. Correct.

Q. And so what you have here is a concern of a
market share erosion from something that was already
there; namely, the significant sales of Risperdal to
the pediatric and adolescent market, correct, that's
what it says?

A. Correct.
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Q. And, in fact, the same concept, sir, having
nothing to do with whether you're going to get
approval later, whether you're going to get FDA
approval or not FDA approval -- and, by the way,
question, that was never a sure thing, that you were
going to get FDA approval for anything for children
and adolescents, correct?

A. Correct. Nothing's ever assured. You can
only submit the information and wait until you hear
back from the FDA. Nothing is ever guaranteed.

Q. Right.

As of 2005, every pediatric indication
that had been requested in 1997, to put some
information on the label on dosing, in 2000 for
conduct disorder -- the words didn't come to me --
2005 for autism, the history of the drug was it had
been on three occasions for some pediatric
information in the label, it had been turned down,

correct?

A. Correct.
Q. And so being talked about here -- and let's go
to 2002.

In 2002, on 241, Exhibit 241, what
we've just seen in 241, in 2002 what we see, that

would be exhibit -- the observation made by you to
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the group -- and, by the way, i1f we can take this
down for one moment, when you're giving this
presentation, sir, what you're doing is you're
talking behind you and you go over all the points,
correct?

A. Yeah, in general.
0. General, right.

You're basically reading to everybody
and they're getting it down and seeing you say it
and reading it. Here's what you told them: You
told them, among other lessons learned -- we went
over some of them, but I didn't highlight this, I
don't believe -- "C&A market growth has flattened."
Do you see that?

A. Correct.

Q. Now that's not talking about anything to
happen in the future, correct?

A. Correct.

0. C&A market growth, there had been a growth,

correct?

A. In the whole market, correct, for Cé&A.

Q. Well, that's right. Well, not only in the
whole market. There had been a growth -- there had
been a growth -- there had been a significant growth

in Risperdal sales, correct?
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A. Risperdal sales for --

Q. For children and adolescents.

A. I don't believe, but if that's -- that's what
it said.

Q. I'm going to find it. It was something that
we had earlier. I want you to -- I want to -- let's

do this, and then we'll go to that.

So when you're talking about -- when
you were presenting that day and you were telling
the assembled high level group that market growth
has flattened, that's something that had happened
already, correct?

A. Correct.

Q. And so you were reporting to them as to the
fact that sales had gone up for Risperdal for
children and adolescents and had now flattened off,
correct?

A. This is referring to the child -- child and
adolescent market flattening.

Q. But had the same been true for Risperdal, or
don't you know?

A. I would assume that's probably the case since
it was approximately half the market.

Q. It appears that between '0l and '02 -- and if

I have to get the documents out, I will, but I think
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you probably have a general recollection of them --
the market share, which I think we saw, in 2001 was

53.9 and in 2002 it was 52.5, and that would be

flattened?
A. Correct.
Q. It wasn't going any higher, at least it didn't

look 1like it was?

A. No.

0. And, of course, what you're measuring -- as
you stood in front of this group, what you're
measuring is a -- not only what's going to happen in
the future, but what's happening now, meaning in
2001 and for you in 2002, correct?

A. Correct. The reason why we were reporting
that in this particular document, why we brought it
up, 1s because we're developing an indication for
use in the child and adolescent segment, so it is
noteworthy to look at what is happening to the
market that you develop an indication for. So every
year we would track as for any indication we were
pursuing, what are the dynamics going on in that
marketplace.

Q. Sure.

A. Is it flat, is it growing? So that would be

normal to actually say, okay, what is happening to
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the market. What we observed is a market that is
growing, this one year appeared to flatten, and that
was a lesson learned.

Q. It was —-- yes, but let's look at a couple of
words you just said. It was growing -- it was
growing, even though it hadn't been approved for any
indication for children and adolescents, correct?

A. Correct. It was growing because of a number
of products that were now available that child
psychiatrists were comfortable using. And,
secondly, there was much more data that was being
published. In the past, there was old
antipsychotics that were being used that many
psychiatrists didn't want to use because of the side
effect profile.

Q. Yeah, people were being -- the doctors were
being influenced in what they were reading in these
articles that were being published, correct?
Correct?

A. Well, I don't know the word "influence." They
now actually had something they could use.

Remember, there was no product used for children and
adolescents.

Q. No, no.

A. It wasn't as though there wasn't mental
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illness 30 years ago, there was always mental
illness. They now have something that they can use.
It wasn't just Risperdal. It was Zyprexa, 1t was
Seroquel. The growth in the market is that
psychiatrists said, Wow, there's something in the
market I can actually use that are helping these

children. That was the growth in the market to this

day.
Q. Do you recall the question?
A. No.

MR. KLINE: Yeah. Could I have the

question read back?

(Whereupon, the court reporter read

the record as requested.)

BY MR. KLINE:

Q. That's the question. It can be answered yes
or no or I don't know.

A. I don't know for sure, but I would assume they
were being educated, which could then maybe
influence their prescribing.

Q. Yes. And if you educate someone, you have to
educate them with full, complete, and accurate

information, correct? Can we agree?
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A. Yes.
Q. Up until 2000 -- and if you go to -- we're not
going to display this, subject to the Court's
ruling -- but if you, sir, would go to 727 in the
Bates numbers on the 2001 business plan.
A. Yes, I have it.
0. And if you would look from '97 to '98 there
was a 95 percent increase in the sales in dollar

amounts, correct?

A. Correct.
Q. In other words, from '97 to '98, when --
before any of the -- before RIS-41 and before the

pooled analysis was even thought of, the drug had
doubled its dollar value to the company, correct?
MR. WINTER: Objection, Your Honor.
MR. KLINE: I'll take the qualifiers
away. I will try to avoid that all the time so
we can move through this.
BY MR. KLINE:
Q. Doubled between '97 and '98, correct?
MR. WINTER: Objection, Your Honor.
BY MR. KLINE:
Q. Between --
MR. KLINE: I'll withdraw that

question because I've established it.
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BY MR. KLINE:
Q. '98 to '99.

MR. WINTER: Judge, I thought this
case was about 2002.

MR. KLINE: Yes, it is. And this
shows that the market share was going up. It
flattened and there's a motive. That's what
the purpose 1is.

THE COURT: Well, if you can run
through them quickly.

MR. KLINE: I will.

BY MR. KLINE:

16

Q. '98 to '99, there was a 51 percent increase in

the drug, correct, in the dollar sales, correct?

A. I think you're looking at the entire class.
Q. Oh, vyeah, yeah. Okay. Thank you. Thank you,
thank you, thank you. '97 to '98 -- thanks, I do

see the error there.

'97 to '98 for Risperdal only, there
is a 60 percent increase, correct?
A. Correct.
Q. And '98 to '99 there's another 70 percent
increase, correct?
A. Yes, 69 percent, correct.

Q. 69 percent over 1998. And then --
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A. Correct.
Q. -—- 2000, there's another 45 percent increase
from '99, correct?
A. Correct.
Q. So in that period of time, before there was
any safety study on children and adolescents
performed, any safety study, the drug had propelled
in its usage from -- let's see, hold on -- or in 1its
dollar sales, almost four times, this to this,

correct?

A. Correct.

Q. Before there was a safety study, correct?

A. Well, the drug was approved --

0. Oh, I asked that.

A. The drug was approved in Europe. It wasn't as

though there was no safety issue.

MR. KLINE: Your Honor, move to strike
and move for an instruction.

May we see you at sidebar, please?

THE COURT: I don't think that's
necessary.

MR. KLINE: May we have an
instruction?

THE COURT: For what? I don't think

he answered it.
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MR. KLINE: At issue in this case 1is
whether it was approved in the United States.

THE COURT: Well, I think you covered
that.

MR. KLINE: Since Your Honor won't see
us at sidebar, I will respectfully ask to see
the Court at some later point.

THE COURT: All right. Very well.

MR. KLINE: Thank you. Much
appreciated.

BY MR. KLINE:

Q. Yeah, these figures, sir, this is the child
and adolescent market in the United States, correct?
A. Correct.

Q. Where the drug is regulated by the Food and
Drug Administration, correct?

A. Correct.

Q. Not in Europe, Australia, New Zealand, or any
parts other, correct?

A. Correct.

Q. And what ya'll were tracking at the Janssen
company on all of these charts, all of these

charts -- in fact, in chart 727, respectfully, sir,
727 charts how much money and how much -- how much

money was being made on the drug at the time,
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correct?

A. Correct.
MR. WINTER: Objection, Your Honor.
THE COURT: Overruled.

BY MR. KLINE:

Q. Correct, sir?
A. Correct.
Q. The chart we've been discussing, sales for

child and adolescent market, has nothing to do with
projections for the future, correct?
A. Correct.
Q. And on page 241, that's Bates 241 --

MR. KLINE: If you're with me, Corey.
BY MR. KLINE:
Q. -—- on the fourth bullet point on Lessons
Learned "C&A market growth has flattened," this is

the 2002 business plan that you presented, sir?

19

A. It was presented in 2002, correct. It was for

2003, but it was a 2000 -- I'm just looking at the
bottom, it says 2003 business plan.

Q. And the second -- the second bullet point

under -- if you'd leave that up, please. The second

bullet point which we'll also highlight under

Implications "dissemination of re-analyses of safety

databases is critical," correct?
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A. Correct.
Q. And this particular page, sir, in 2002, then
we'll go back to 2001, this page in 2002 would have
taken you five minutes to discuss?
A. Yeah, probably about five, ten minutes.
Q. And the points that we've been discussing
would have been also clear to those who were in

attendance, correct?

A. The points made there?
Q. Yes.
A. They would have been communicated to those in

attendance, correct.

Q. Now, as it was seen in 2002, sir, there were
key child and adolescent markets. And let's put up
731 and continue our discussion.

Now, sir, do you remember you told us
you were looking to the future and autism and all
these other things, remember?

A. Yes.
Q. Now, the fact of the matter is that by 2000
the conduct disorder indication had been denied by

the FDA, correct so far?

A. Correct.
Q. And the only indication that you were looking
to in the future -- the only indication you were
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looking to in the future was autism, that was the
only thing that was on the board, can we get
approval for autism, correct?

A. Correct. There was discussion if there was
anything else, but that was the only thing we were
actively pursuing at the time.

Q. Right.

You were actively pursuing and you
knew this, because I'm going to show the Court and
the jury the documents that you were copied in on,
you know that they were doing these studies to try
to show that the drug was efficacious -- when I say
"they," Janssen -- and they were doing studies to
try to show that the drug was safe, correct?

A. Correct.
Q. And that was as it pertained to autism. And,
in fact, there was a group of studies called the

autism studies, correct?

A. Correct.

Q. On autistic kids, correct?

A. Correct.

Q. Which is not one of the kids in this case.

You know this case is not about an autistic child,
correct?

A. Yes, I do know that.
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Q. And so -- but yet the key markets, the key
markets in 2002 that you were looking at, the
largest key market was anxiety, correct, kids with

anxiety?

A. Correct.
Q. Correct?
A. Correct.
Q. And the next largest market that you were

looking at was kids with depression, correct?
A. Correct. Well, I wouldn't say we were looking

at it, we were just reporting what the key markets

were.
Q. Reporting what the key markets were?

A. Correct.

Q. Thank you. Reporting the key markets. And

the next key market was ADHD, correct?

A. Correct.

0. None of those three, that's about -- I'm
eyeballing it, but that's 95 percent of what's on

this table?

A. In terms of total.

0. In terms of the markets, in terms of the
market?

A. Right.

0. I mean, I can do the math, I should have, but
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looks to me like about 95 percent of it is -- in
fact, in fact, the next largest market is bipolar,
correct?

A. Correct.

Q. And the next largest market that you have for
the drug is schizophrenia, correct?

A. Correct.

0. Well, what you had on the table, sir, and you
correct me if I'm wrong, what you had on the table
for an approval from the FDA was less than one
percent of what the markets were that you were

evaluating here, correct?

A. Correct.
Q. You knew when you were applying for an
autism -- an autism indication that that's a very

specific indication for a very small group of what
was a very large market at the time, correct?

A. It was definitely one of the smaller markets
for sure within the whole child adolescent market.
Q. It wasn't one of the smaller markets, sir.
Look at the numbers. It was by far -- it was the
smallest market, correct?

A. Well, schizophrenia is 194, autism is 185, I
would say that's the same.

Q. Again, at the time there was no movement at
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that time in the company to get a schizophrenia --
an adolescent schizophrenia approval by the FDA,
correct, at that time in 200272
A. Not for an indication that I recall. Not for

an indication that I recall for schizophrenia?

Q. Yes.
A. No.
Q. So your key markets, when it comes right down

to it, correct me if I'm wrong, your key market --
your key markets were ADHD, depression, and anxiety
which were being sold off-label to kids and
adolescents and which were going to continue in the
future to be sold off-label to kids and adolescents,

correct?

A. No, we were not selling it off-label.
Again --
Q. Put aside my selling it off-label. Were going

to be prescribed off-label, correct?

A. It was being prescribed off-label by
psychiatrists, yes.

Q. It was the biggest market that was there and
then and was going to be in the future was the
off-label market, correct?

A. For child and adolescent?

0. Yes, for child and adolescents.
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A. It was likely to remain that way.
Q. You're coming away from the microphone when
you answer the questions.

It was likely to remain that way,

correct?
A. Yes. I would say the autism bar would
probably be much higher today because there was a
significant underdiagnosis of autism back then. But
it's a smaller market than, for example, ADHD, which
is much more common just by its very prevalence.
Q. But my point goes to what you were looking at
and what you all were thinking about then and what
you were looking at. And what you were thinking
about was the market share for a drug that was being
used off-label and would continue to be used

off-label primarily in children and adolescents,

agree?
A. Again --
Q. It was a drug that was being then used

primarily off-label in children and adolescents and
would continue off-label, primarily in children and

adolescents, agree?

A. Agree.
Q. And, just briefly, sir, there's a presentation
about -- on page 733, one or two guestions on it.
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This is 2001, you were present, and it talks about
the dosing of Risperdal; do you see 1it?
A. Yes.
Q. The dosage is described in milligrams per day,
correct?
A. Correct.
Q. And it doesn't say anything there, does it,
about milligrams per kilogram per day, does 1it?
A. Correct.
Q. And it even goes as far as to break it down,
the primary care physicians, it looks like were
prescribing 3.8 milligrams a day on average compared
to the psychiatrists who were prescribing 2.1

milligrams per day, correct?

A. Correct.
Q. And for kids with conduct disorder and ADHD,
you knew that they were getting on average -- when I

say "you," the you always refers to you, refers to
Janssen, obviously, you're in the meeting with the
president, conduct disorders, Janssen in that
meeting would know that 1.5 milligrams a day was the
average being used by kids ranging from literally a
couple of years old through their teens, correct?

A. Correct.

Q. And this drug, sir, as we've seen, was used in
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children as young as four, five, six years old,

correct?

A. Correct.

Q. Now, there is a summary, child and adolescent
market summary. And there is a document before we
display it, 5 -- 734 -- and bear with me one moment.

MR. KLINE: Your Honor, the document
has dollar numbers, but i1t has one for the 2000
estimate. I just need some guidance if I can
show that number.
THE COURT: Let me see it. I don't...
This may be easier if I can see it.
(Pause.)
THE COURT: Instead of showing it, why
don't you read it?
MR. KLINE: Okay.
THE COURT: Just delete that.
MR. KLINE: Okay. But I can use the
number?
THE COURT: Yes.
MR. KLINE: Okay.
BY MR. KLINE:
Q. Sir, looking at the document -- and, for the
record, this is JJRE00575734 and, for the record,

not being displayed to the jury -- the child and
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adolescent market summary, it is stated here, sir,
that the child and adolescent market -- and do you
have it in front of you?

A. I do.
Q. Okay.

It doesn't say, will be, does it? It
says, 1s large and growing; did I read it correctly?
A. Yes.

Q. And those were important things to Janssen at
the time, that the market for children and
adolescents was large and growing, correct?

A. Correct.

Q. And it says here, 2000 child and adolescent
estimates, and it says here that the whole class of
drugs, the antipsychotic class of drugs, was $344
million; do you see that?

A. Yes.

Q. And Risperdal, we know it's a percentage
because we've seen it, Risperdal, the child and
adolescent market was worth $178 million; is that
correct?

A. Correct.

Q. And it says here in the next bullet point --

MR. KLINE: And, Your Honor, if I may

display the rest of the document? We will not
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display the top. If I can start here.
BY MR. KLINE:
Q. Okay. We're now looking at Bates number
ending in 734, and it says Risperdal and --
"Risperdal Child and Adolescent TRXs" -- what are
TRXs? I failed to ask you that.
A. Total prescriptions.
Q. "Total prescriptions are growing in excess of
50 percent annually."

And that, by the way, is about the

here and now, not about the future, correct?
A. Correct.
Q. "High prevalence across a number of disease
states," that's the depression, ADHD that we were

looking at earlier, correct?

A. Correct.
Q. "APS are used to treat a variety of
conditions," and it talks about -- it talks about

that. And then there's a thing that says "APS have

low penetration in the largest markets." Do you see
that?

A. Correct.

0. That's about the here and now, as well, isn't

it, about what was going on then?

A. Yes.
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Q. And then it looks at who is prescribing it,

correct?

A. Correct.
Q. Now, sales and marketing for a moment. The
prescription medication, sir -- if I may digress, I

will put this down, and then we'll go back up in a

moment.
You've been in this world since 19917
A. Correct.
Q. Twenty-five years or so?
A. Right.
Q. And celebrated an anniversary, I think?
A. Yep, Jjust with...
Q. Pardon me?
A. Twenty-four years.
Q. Twenty-four years.

And prescription medications, none of
us can go out and buy a prescription medication
unless we have a prescription, that's why it's a

prescription medication?

A. Correct.
Q. And so the person who -- and I do not mean
this pejoratively -- but the person who, if you're

trying to influence someone that your product is

better, rightly so, you have to convince the doctor,
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not the patient, at the end of the day, correct?

A. In general.

0. Yeah, in general. I mean, there's a
direct-to-consumer advertising, but we don't want to
go into all that.

So the drug company, like Janssen,
would look to who's prescribing the drug if they're
interested in increasing the market share of a drug,
correct?

A. Correct.

Q. And so you would want to know questions like,
are the primary care physicians prescribing it, are
the psychiatrists prescribing it, or the pediatric
neurologist prescribing it, or the family doctor is
prescribing it, those are all fair gquestions to ask,
correct?

A. Correct.

Q. And those are, indeed, guestions that you've
asked, here, correct? I'm sorry, that you were

asking about Risperdal back in 2002, correct?

A. Correct.

Q. And the fact is that you were looking, at
least on that day, Mister -- I'm never going to get
it right.

A. Bockes.
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the drug. And if we put this back up, he says,

PCPs. PCPs are primary care physicians?
A. Correct.
Q. And Peds are an increasing prescriber base,

correct?

A. Correct.

Q. That's also talking about what was going on
then, not what was going to go on in the future,
correct?

A. Correct.

Q. And then it says "education is critical in

32

this audience, given the low self-reported knowledge

of antipsychotics,"™ correct?

A. Correct.

Q. So there was back then a plan to "educate"
some of these physicians, correct?

A. We supported medical education or continuing
medical education, so this would have been a group
that may have been included in the educational
grants that we gave.

Q. Well, sir -- bear with me. I just need to

find something.

MR. KLINE: Excuse me one second, Your

Honor.
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(Pause.)
BY MR. KLINE:
Q. Let's move ahead to -- and then we'll come
back to 757. There was actually a plan in place not

for later on but rather for then to spend money
to -- let me just get this here. I'll start a new
question.
MR. KLINE: I lost my page, everyone.
I'm sorry. I apologize.
(Pause.)
BY MR. KLINE:
Q. All right. Let's look at this.
There's a Risperdal C&A PME by line
Item, correct?
A. Correct.
Q. And this only pertains to children and
adolescents, correct?
A. Correct.
0. And I think I saw there was a budget of

something like 6.4 or 6.5 million dollars for these

kinds of purposes. Does that sound about right to
you?
A. Yeah, on the bottom you can see it's 5.24

million of what you're showing up on the slide.

Q. Oh, vyeah. Thanks. 5.24, that's in '02?
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A. Correct.
Q. So there were -- and this doesn't pertain at
all to educating or promoting or anything relating

to adults, correct?

A. Correct.
Q. And so there was in 2001 -- and I think we can
agree with this -- that these numbers are in

millions, so 1,200 is 1,200,000, correct?

A. Correct.
Q. One million two hundred thousand dollars was
spent on medical education in 2001 for doctors -- to

tell doctors about Risperdal as it's used in
children and adolescents, correct?

A. These were unrestricted medical grants that
were given. These are about the class of
antipsychotics, which did include Risperdal.

0. I'm not on the grant. I'm on the medical
education.

A. Medical education, 1it's continuing medical
education which are educational grants. This 1is not
a sales rep disseminated. This is not Janssen
disseminated. These are grants given to medical
societies and other advocacy groups, and they're the
ones who go out and publish manuscripts or other

things educating physicians on a class. That's what
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Q. Hopefully helpful to
A. It may be helpful to

things that's important is
to use it, that they would

patients.

35
the drug, correct?
the drug. But one of the

if individuals were going

use 1t correctly in those

Q. But this is all geared to children and
adolescents, Risperdal children and adolescents PME.
What's PME?

A. Product management expense.

Q. Product?

A. Management expense.

Q. So product management expense, this comes out

of the marketing department,

correct?

A. Correct.

Q. Was there an education department?

A. No.

Q. It doesn't come under the medical affairs

department, does 1it?

A. Not at this time,

Q. Yes,

2001-2002.
In 2002,

"medical education, "

A. Correct.

no.

I'm only interested in this time,

$2 1/2 million was spent on

correct?
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Q. $150,000 was given out in grants to doctors,
correct?
A. Correct.
Q. 1,750,000 was given to doctors to sit on
advisory boards, correct?
A. That's not correct.
Q. Well, it says advisory boards.
A. Right. Well, you said that 1.75 million was
given to doctors. No, that would include the costs
of any logistics. That's not what was paid to
physicians.
0. Oh, that would include the cost of the meals
and the sodas, correct?
A. That would include that, correct.
Q. But Janssen was going to spend -- and, look,
it went up from $400,000 in 2001 to $1,750,000 in
2002. Look at the increase, a 338 percent increase
in money spent on advisory boards, correct?
A. Correct.
Q. That's having doctors come in, in this case
largely pediatric psychiatrists, and providing them
with an opportunity to participate; is that correct?

MR. WINTER: Objection, Your Honor.
BY MR. KLINE:

0. Is that correct?
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THE COURT: Overruled.
THE WITNESS: It was for them to
participate in the advisory board, correct.
BY MR. KLINE:
Q. These are child doctors, by and large, because
this is a children and adolescent product management

expense, correct?

A. Yes, that's correct.
0. And there was a half a million dollars
allocated -- I hope Pam didn't walk away with the

money, I see it says here $500,000 to Pam. Who's
Pam?
A. Pam was —-- she was a vice president of public

relations at the time.

Q. Was that just a --
A. I don't know why that's --
Q. I don't think I get an objection, but is that

like a slush fund or something?

A. I don't know. I think that's probably because
that went to a separate budget. That's probably why
it's listed.

Q. Sir, there is $5,240,000 that's being spent

to -- spent on items on the product management
expense list, correct?

MR. WINTER: Objection, Your Honor.
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THE COURT: Overruled.

You can answer this.

BY MR. KLINE:

Q. Is that correct?
A. Correct.
Q. And it's 178 percent, nearly double, from the

year before, correct?

A. Correct.

Q. And that, sir, is a window, you correct me if
I'm wrong, a window into the thinking of Janssen in
2001, in 2002, as to the child and adolescent

market, all off-label, correct? Correct?

A. That the uses were off-label?

Q. Yes.

A. Yes.

Q. This i1s a window into it, correct?

A. I don't know what you mean by "window into
it."

Q. I'll withdraw the guestion so we can move on.

Now, just to do the PME breakdown of
the two and a half -- this is what was -- this, by
the way, is what was going to be spent in 2002,
correct?

A. This is what was projected to be spent.

Q. By the way, in this particular meeting, did

Danielle O'Connor, RPR, CRR 215-683-8023




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

39
you kick this around a little bit and discuss
whether some of these items were too big, too small,
or anything about it?

A. I don't recall any changes being made to what
was being proposed, no.

Q. Do you recall, sir, in July 2001 whether --
it's a whether question -- whether there was any
discussion about whether these were proper expenses?
Was there any discussion?

A. Well, the 2001 would have been presented in
2000, and I wasn't on the team.

Q. I meant 2002. How about for 20027

A. Was there any discussion of whether this was

improper was the gquestion?

Q. Yeah, yeah.
A. No.
Q. Okay.
Now, in the -- if you look here

quickly, medical expenses, the subcategories are

there, as well, correct, teletopics, DLN. What's
DLN?

A. It was an acronym for a medical education
company. I think it stood for distance learning
network.

Q. Distance learning.
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And then audio conferences and
consensus guidelines?
A. Right.
Q. These regional advisory boards, sir, so a
regional advisory board, that would be like in
Philadelphia or in Wilkes-Barre or we're picking
Pennsylvania or Pittsburgh, you would have a group
of doctors come together and meet and the doctor --
the local doctors would be there, the child
psychiatrists, along with some Janssen people,

correct?

A. Correct.

Q. And what's an MSL?

A. MSL stands for medical science liaison.

Q. What's that that has a half a million dollar
budget?

A. I'm not -——- I don't recall what that would have

been for.

Q. Who's KOL?
A. That stands for key opinion leader.
Q. Oh, and, by the way, key opinion leaders, you

had doctors who prescribed the drug who were known
as key opinion leaders, correct?
A. Correct.

0. Those were doctors who could influence other
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doctors in the prescription of the drug, correct?
That's as you saw 1it?

A. As we saw it, these were physicians that we
did work with or I should say have as consultants.
0. Yeah, worked with.
A. The purpose with those physicians was to gain
input into our drug development and decisions that
we'd make as it relates to drug development.
Q. But, sir, the language is KOL, key opinion
leaders.

And a key opinion leader is one who
leads by example, correct?
A. Well, they're experts. That was the term that
was used for key experts.
Q. No, the key opinion leaders, they are people
who -- we can go to some documents -- they were
people who prescribed the drug and who were setting
an example for others who prescribed the drug, fair
enough?
A. Well, other people would look to see what they
were doing.
Q. Yes. And you knew that? There's no secret to
this, Doctor, is there, a key opinion leader is
someone who might influence other people in the

prescription of the drug, correct?
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A. Correct.
Q. And so you were paying in 2002 -- the
projection here was to pay a half a million dollars
to key opinion leaders, child and adolescent
psychiatrists mainly, correct?
A. No. As I said before, these are not funds
that are being paid directly to a physician. Within
this sum of money, some of it would have gone
towards paying their honoraria or their fee for
attending a meeting to provide -- to give us
feedback.

This 500,000 would have been under the
budgets of medical science liaison which are
internal. Unless there's something else in this
document, I don't know what it refers to. I don't
recall.

0. Correct me, I've seen doctors paid two, three,
five -- $10,000 to be a key opinion leader, would
you agree?

MR. WINTER: Objection, Your Honor.

THE COURT: Sustained.

BY MR. KLINE:
Q. So you would agree that doctors have been paid
as much as $10,000 as key opinion leaders?

MR. WINTER: Objection, Your Honor.
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THE COURT: Sustained.

BY MR. KLINE:

Q. What's an HOV, sir?

A. Stands for home office wvisit.

Q. Home office wvisits, $250,000, what's involved
there?

A. They're similar to regional advisory board.

The only difference is rather than having it within
a region, the advisory board takes place within the
company, at the company, so that's what home office
is, another word for our company.

Q. Under public relations -- and, by the way,
public relations, this is public relations in 2002
as it pertained to child and adolescent usage of the

drug Risperdal, correct?

A. Correct.

Q. A hundred thousand dollars was allocated for a
response kit. What's a response kit?

A. Sure. So a response kit was there, had been

in the media, media coverage that they felt as
though kids were receiving antipsychotics in general
inappropriately. So there was a lot of what I would
say bad publicity about using antipsychotics, and
companies were getting contacted about the use of

their drugs in children.
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So this response kit was to develop
essentially a response for when we had questions
that were coming in from the media. So this was not
proactive. This would be reactive, 1f we received
questions.
Q. The response kit was to say there's lots of
benefits to antipsychotic drugs, essentially,
correct?
A. I don't recall what was in the response kit.
Q. Well, it was positive towards the use of
antipsychotics, can we agree on that, sir?
A. Well, the response kit would have been
whatever fair balance information would have gone

through regulatory group, our legal group.

Q. Yeah.

A. It wasn't a promotional kit.

Q. It would be the company response, correct?
A. It is the company response, correct.

Q. And you spent $50,000 for advocacy success

stories, correct?

A. Correct.

Q. Now, this is one, clinical "seeding." Is that
seeding studies?

A. I don't know, because this is under public

relations.
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Q. What's a seeding study, sir?
A. Seeding studies used to be studies -- I have
to think now exactly how it would be used.
Q. Let me try to help you.

A seeding study, sir, is a study which
would be published in the literature, which would
plant the seed in another doctor's mind that a drug
was good. You've heard that term, correct?
A. Yes, but a seeding study doesn't have to
necessarily refer to what you just said.
Q. Doesn't necessarily. But you'wve heard it used
just like I said?
A. I've heard it used, yes.

MR. WINTER: Objection, Your Honor.
BY MR. KLINE:
Q. Tell me what international consensus 1is.
A. I don't recall. My guess would be
international consensus would be some kind of a
consensus paper where we get a number of experts,
advocacy groups, together to come up with a
consensus on the role, for example, of
antipsychotics in the treatment of child and
adolescent, what was the consensus out there about
whether or not this should be done, that would be an

example of a consensus.
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Q. None of this money, sir, none of it, correct
me if I'm wrong, was spent on the adult-approved use
of the drug for schizophrenia, correct?
A. None of this money here?
Q. Yes. Out of this money here, none of it was
spent on the approved adult schizophrenia use of the
drug in 2002; 1is that correct?
A. Correct.
0. Let's continue on.

Now, this particular document, like
the 2002 document, has a SWOT analysis which is on
page 737, and we'll display it ever so briefly.

A SWOT analysis is a standard feature
in these presentations, correct?

A. Correct.

Q. Since it stands for -- on this particular one,
the safety perception is the No. 1 listed item with
prolactin in the parenthesis, correct?

A. Correct.

Q. And the threats, the first threat is

"PR-Damage to: RISPERDAL, Janssen, J&J," correct?

A. That i1is correct.

Q. Do you recall that discussion, sir?

A. Yes.

Q. And that -- PR means public relations,
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correct?

A. Correct.
Q. Okay. Now let me move forward and then
we'll -- we may move back.

The next slide which I'd like to deal
with is Slide 739. We'll display it.

739, sir, talks about the child and
adolescent market as an "underdeveloped market,"
correct?

A. Correct.
Q. Now, if I can put -- if we can highlight that
for a moment.

MR. KLINE: I just want to do a split

screen.
BY MR. KLINE:
Q. Your prior slide or the prior slide of your
colleague, it talked about the markets, and this is
the market -- what we're looking at with the bars,
ADHD, depression and anxiety, bipolar,
schizophrenia, and autism, this was the entirety of
the child and adolescent market, correct?
A. You're referring to on the right-hand side?
Q. Yeah, on the right-hand side is the entirety
of the market, correct?

A. Well, there might have been other uses that
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were smaller that just were not captured there.
0. Oh, but doctor -- not doctor. Mr. DelLoria, de
minimis, correct, this is the market right here,
this is 99.9 percent of this market, this child and
adolescent market, correct?
A. It's the vast majority of the market, correct.
Q. The vast majority, the vast majority of the
market, we've already established what that is, and
now we know when we get to this slide that
Janssen -- as of that day, July 2001, Janssen viewed
it as an underdeveloped market, correct?
A. Correct.
Q. It doesn't say underdeveloped autism market

for the future, does it?

A. Correct.

Q. It says underdeveloped market, correct?

A. Correct.

Q. And what's the strategy? The strategy for

this non-approved FDA use, the strategy is to expand
the market, correct?

A. Correct.

Q. And the way that the market's going to get
expanded is by increasing awareness and appropriate
use of Risperdal, correct?

A. Correct.
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Q. So what you have here, correct me if I'm

wrong, 1s a very specific strategy of what Janssen

had in mind in 2002, specifically -- I'm sorry -- in

2001, July of 2001, correct?

A. Correct.
Q. And, by the way,
analysis, correct?

A. Correct.

this is before the pooled

0. But after -- after the results of RIS-41 were

known, correct?
A. Correct.

Q. Is there anything

on any one of these slides

in July 2001, anything in any of these slides in the

July 2001 presentation

it, correct?

A. Correct.

Q. Anything that has
A. Not that I recall.
Q. Is there anything

rate of gynecomastia in
answered the qguestion.

How about

- and you've looked through

the word "gynecomastia"?

that says that we have a

-— strike that. You

in the 2002; does the

word "gynecomastia" even appear in that document?

A. Well, this is a business plan. This isn't a

clinical review of evidence of the product. This is
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a business plan.
Q. Thank you. You talked about -- you talked
about risks and strategies.

The word "prolactin" is used, isn't

it?

A. Yes.

Q. That's a medical word, isn't 1it?

A. Yes.

Q. My guestion is now, 1s gynecomastia mentioned
at allv»

A. No, not that I recall.

Q. The RIS-41 study that showed there was about

five out of a hundred boys getting gynecomastia, is
that mentioned?
MR. WINTER: Objection, Your Honor.
THE COURT: Sustained.
BY MR. KLINE:
Q. Okay. Now, what the next slide says in July
2001, Bates No. 740 --
MR. KLINE: Oh, by the way, can we
snapshot that so we have it, and we'll mark it
at the end of the presentation or give it a
number now, Mr. Gomez.
MR. GOMEZ: P-64.

MR. KLINE: P-64.
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(Whereupon, Exhibit P-64 was marked

for identification.)

BY MR. KLINE:

0. The next slide, which is Exhibit No. 740 -- by
the way, I assume that each one of these
presentations was -- was it an afternoon long, a day
long? It appears to be a lengthy slide

presentation.

A. This particular presentation?

Q. Yeah.

A. Would have been probably an hour.

Q. Okay. Psychopharmacology 1s a sensitive issue
in children. Do you see that?

A. Yes.

0. And that was known and recognized to Janssen,

correct?

A. Correct.

Q. And so there were two strategies involved,
one, develop child and adolescent media management
plan. Do you see that?

A. Yes.

Q. Was that a media and management plan that you

were going to put in effect when you got an approval

Danielle O'Connor, RPR, CRR 215-683-8023




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

52
down the road for autism?
A. No. This was, as I referred to before, if we
would receive questions from the media and being
able to respond to them, so that was along the same
lines.
Q. Well, sir, it specifically says it's a

management plan, correct?

A. Yes.

Q. The plan was to manage the media as to a
sensitive issue. Can we agree?

A. Yes.

Q. And since pharmacology was a sensitive issue

with children, the Janssen company was going to
develop a public relations plan, correct?

A. Correct.

Q. And in addition to a strategy, a word that I
asked you about earlier, which is tactics, let's see
what the tactics were.

First, you were going to have internal
and external spokespersons trained and available,
treatment guidelines disseminated, correct?

A. Correct.
Q. Family speaker's forum, was that to reach out
to families of disabled children?

A. I don't recall. It sounds like it would be a
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forum where families could speak about their
experiences.

Q. And, by the way, all of these tactics were
going to cost money, correct?

A. Correct.

Q. And you were going to identify advocacy
spokespeople, correct?

A. Correct.

Q. The next slide that was presented that day on
5741 was the fact that the marketplace for this
off-label antipsychotic children and adolescent
market was being increasingly competitive, correct?
A. That's what we stated.

Q. And the strategy wasn't to do something in the
future, the strategy was to compete now, correct?

It says so.

A. Where does it say that?

Q. The strategy was to compete now. It says
right here "differentiate Risperdal from other
antipsychotics and other therapeutic classes." That
was something that was going to be done then and
there, correct?

A. If you look at these tactics, for example, the
second bullet point, "develop clinical programs to

meet U.S. regulatory market needs," that takes
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several years to do that.
Q. Let's look at the first part.

The strategy is to differentiate

Risperdal from other antipsychotics, correct?

A. Correct.

Q. That was going to be done then and there,
correct, sir?

A. Well, you would start these programs, but
targeted EMRP studies that would take years before
they come out.

Q. Sure.

A. Post hoc analysis. You're saying here now
this is something we would do the next week, so...
Q. I'm not implying that.

In fact, all of these things that you
would have to do, the drug, sir, as you understood
it, as you understood it, the drug, and you correct
me if I'm wrong, the drug as of 2001 had hardly been
proven to be safe in children and adolescents,

correct?

A. That is not correct.

Q. Well, the label itself, sir, said safety and
efficacy is not established -- let me finish.

A. Okay.

Q. Do you know the label?
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Q. Did Janssen copyright the label? Is there

Janssen copywritten on the label?

A. There is a copyright on the label.

Q. Yeah. I can tell there is.

A. Yeah.

Q. The labeling is a Janssen statement, correct?

It's a Janssen-owned statement with a copyright by

Janssen and the Janssen logo on 1it, correct?

55

A. The Janssen logo 1is on 1it, correct. Yeah, the

logo is on it.

Q. Yeah. And, sir, you're doing all of these
things -- and the label of the drug, the label of
the drug says safety and efficacy in children has
not been proven; you were aware of that fact,
weren't you?

A. Yes.

Q. Is there anywhere in the slideshow -- is there

anywhere in the slideshow that mentions the label?
A. No, because we don't have an approved label

for use in child and adolescent.

Q. Yeah.
A. This is an internal document.
Q. Is there anything in the slideshow that says

what is in the label in 2002, which is safety and
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efficacy in children has not been established? 1Is

that anywhere in the slideshow?

A. No.
Q. Is it anywhere in the 2002 slideshow?
A. No. But, again, it's an internal document, so

an internal document wouldn't need to state that.
Q. Do you think that everyone who was sitting in
the room up to the president of Janssen -- it's the
president of Janssen, U.S.A., correct?
A. Correct.
Q. Is there anyone up to Mr. Gorsky who you
believe didn't know that all of these things were
being done for a drug which the label said was
safety and efficacy hadn't been proven?

MR. WINTER: Objection, Your Honor.

THE COURT: I think you've covered

this.

Sustained.
BY MR. KLINE:
Q. Now -- in fact, sir, if you look at two slides
down, following all the slides that we've seen, all
the slides that we've seen, here are the critical
success factors.

And, by the way, can we agree, these

just aren't success factors, these are critical,
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that's the word that was used, correct?

A. Correct.
Q. The critical success factor, No. 1, data is
needed -- needed, do you see that word?
A. Yes.
Q. It doesn't say desirable, it says that it's
needed.

And what's it need -- what do you need

to demonstrate? What does Janssen need to
demonstrate?
A. Long-term safety.
Q. As of this point in time, with all of the
things that we've seen for the last few hours, for
which I'm grateful of everyone's indulgence, the
presenter here told the group that we need data that
will show the long-term safety of the drug, correct?
A. Correct.
Q. And one of the things that we've seen here
that was being challenged by the competitors and
which was not yet established was whether the drug
had bad prolactin effects, side effects, correct?
MR. WINTER: Objection.
THE WITNESS: That was one of the
qgquestions.

BY MR. KLINE:
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Q. That was one of the?
A. The questions we were getting asked about, the
long-term safety of elevated prolactin. That was a

question that some of our advisors had asked us.

Q. Yeah. It wasn't established yet, correct?
A. There wasn't data on 1it, that's correct.
Q. Let me understand this, sir: There were 1.6

million total prescriptions to children and
adolescents, and Janssen didn't have safety data on
this point yet; 1is that correct?

MR. WINTER: Objection, Your Honor.

THE COURT: Sustained.

I think you've covered this, and it's

getting argumentative at this point, Mr. Kline.

BY MR. KLINE:
Q. I want to briefly go over a few more things to
go on to other documents.

I want to look at, if we can, the
Bates No. 753. 753 you have the average percentage
of antipsychotic prescriptions for C&A patients
allotted in each age group. And it appears, sir,
that five percent were in the -- this is total --
five percent were in the zero- to six-year range,
correct, bottom line?

A. Correct.
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Q. A third, 33 percent, were in the 7- to 1l2-year
range and 63 percent were in the 13- to 19-year
range; 1s that correct?

A. Correct.

Q. And, sir, do you remember when we said that
safety as to prolactin had not yet been established?
Do you remember our discussion a moment ago?

A. Yes.

Q. I want you to look, sir, at 756, clinical
data, key messages. Highlight clinical data, key
messages, safety.

A. Correct. Yes, I see 1it.

Q. Sir, the message -- the clinical data key

message was to be the exact opposite; namely, low

prolactin, correct?

MR. WINTER: Objection, Your Honor.

BY MR. KLINE:
Q. Correct, sir?
THE COURT: I'll allow it.
sure that's --
MR. KLINE: I'll just ask

different way.

I'm not

it a

THE COURT: Pose the gquestion and Mr.

DelLoria can answer 1it. I'll overrule the

objection if that's what it means.
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BY MR. KLINE:
Q. Does the question say safety -- the clinical
data key message, sir, a key message 1s the most
important message, can we agree?
A. Yes.
Q. And we've talked about what a message is, and
No. 1 is safety, correct?
A. Correct.
Q. And Al is something we're not talking about.
A2 says low prolactin, correct?
A. Correct.
Q. Sir, at that time, that key message -- that

was the key message, correct?

A. Correct.

Q. I'm going to have some documents to show you.
I think this will move guicker. We have, first of
all -- so, sir, Jjust as benchmarks, the business

plans we were looking at were July '01l, and that
doesn't have a specific date.

Do you have it pinned to a specific
date, sir?
A. I don't.
Q. Okay.

And then the second one is -- these

appear to come out in July. It's kind of a July
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thing; is that correct?

A. Yes.

Q. Planning for the following year?

A. Yes, generally summer, July or August, yeah.
Q. Because we're now going to talk about a number

of documents that kind of flow in between, and I
just wanted to put our benchmarks up in front of us.
First of all, sir, we have here --
sir, there's an e-mail which you are on, I'm guite
confident there's an e-mail dated September 6th,
2001. It ends in Bates No. 142. And it's an e-mail
transmitting the topline RIS-41 results to many
people, including you.
Do you recall seeing the topline
RIS-41 document?
A. Yes.
Q. Did you read it?
MR. WINTER: Your Honor, can we wait a
second? I haven't seen the exhibit.
THE COURT: Very well.
MR. KLINE: Your Honor, I was talking
with Mr. Winter. Do you plan to go to about
4:00? We're trying to see 1if we can get him
out of here.

THE COURT: 4:00, yes, if you can do
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that.
MR. KLINE: Let's see what I can do.
He may get held over, but I'm hoping not, given
the weather.

BY MR. KLINE:

Q. Maybe we can accomplish some of this stuff
without documents. Let's try it. We'll see where
we go. We'll see what you know, don't know. If you
don't know, I'll refresh your recollection. Fair
enough?

A. Fair.

Q. RIS-41 topline results, did you get them?

A. Yes.

Q. Would that be standard for you to get them?
You're in marketing. Did you get them -- I mean,

were you on the RIS-41 topline results, the interim

results, the final results?

A. Yeah, I would have received them.
Q. We don't have to run for those documents,
anyone. I'll try to do as little with documents as

possible and try to save all the stuff.

Sir, was it your practice when you get
the topline results, you get the results to read
them?

A. Yeah, I would have probably gone through the
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summary and skimmed through it.

Q. Right. You'd read the key thing, correct?
A. Right.
Q. Just like when you see a medical article, you

read the abstract?

A. Yeah, exactly.

Q. Grab a hold of the basic concept. Okay?

A. Yes.

Q. So would it be fair to say that you generally

knew about the gynecomastia percentages that were
being reported in the topline, interim, and final
results?
A. In general, sure.
Q. You had an understanding that they were
finding about five percent of the boys were having
gynecomastia, would that be fair?
MR. WINTER: Objection, Your Honor.
MR. KLINE: Well --
THE COURT: Overruled.
THE WITNESS: In this particular
study, yeah, I was aware of that.
BY MR. KLINE:
Q. Yeah, in this particular study, that's good.
I think we saved 20 minutes doing it that way.

Thank you for helping.
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Now, sir, there was an October '01l
tactical plan -- are you familiar with October 9,

2001, tactical plan?

A. Yes, I know what it is.

Q. Tactical plan --

A. These are the projects that would be run -- or
conducted.

Q. So what it does is it -- this is a plan as to

what is going to be done to push the project of
Risperdal forward as it pertains to children and
adolescents, correct?
A. It's the execution of the business plan.
Q. Okay. So October 9, '0l1l is when that
happened, okay. And there's a page there.
MR. KLINE: Do you need a copy, Mr.
Winter, or do you have it in front of you? If
you do, I'll get you one qgquickly. The tactical
plan, October '0l tactical plan.
MR. WINTER: Thank you.
MR. GOMEZ: We'll mark it.
MR. KLINE: Mark it as P --

MR. GOMEZ: -- 65.

(Whereupon, Exhibit P-65 was marked

for identification.)
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BY MR. KLINE:
Q. And I'll hand you a copy. I'm going to
display a page or two.
A. Okay.
Q. Did you review this in advance of your
testimony?
A. I did not, not that I recall, no.
Q. We're going to look at one page, which is
ending in Bates No. 232.

And, sir -- and this comes out of the
marketing department?
A. The publication budget comes out of the
marketing department. The actual people that are
writing the papers, for example, the lead authors,
obviously, are not, but the funding for the

publication plan comes out of the marketing

department.
Q. Oh, I see. So these various studies when they
were -- help me with this -- you have -- for

example, let's take RIS-41, okay, who funded it, the
marketing -- did the budget come out of the
marketing department?

A. Just the -- not the study.

Q. Right.
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A. Just the -- there's a vendor that we would
hire that would help the author in getting the paper
together and submitting it to the journal and
formatting them. The marketing department has the
budget to pay that wvendor.
Q. Okay.
A. So that that's -- that's why it was in this
budget, because that money goes towards paying the
vendor that assists the lead author, wherever he or
she needs assistance in formatting it, etc.
Q. All this says 1s key data available for
dissemination. The only point I wanted to try to
get to is as of October 9, 2001, RIS INT-41 --
that's the study we've discussed in this courtroom a
lot -- that is -- that was available for

dissemination, correct?

A. The data was available?

Q. Yes.

A. Yes.

Q. What does this mean, does this mean something

different?

A. No, no.

Q. And it says here JF -- JRF generated. What
does JRF generated mean?

A. Janssen Research Foundation.
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Q. Okay. I'm looking at an e-mail. I want to go
through a few of them. Looking at an e-mail dated
January 10, 2002. Yeah, if I might, let me step
back one second.

All of these studies that are on this
form are Janssen research fund generated would
include all of the studies that are on that list,
correct, if we can put back up this exhibit; is that

correct?

A. Yeah, these were funded or generated by
Janssen.
Q. Very well.

And let me look at an e-mail that is

dated January 10, 2002. It's from you. It's to

Mister --
A. Pandina -- Bockes.
Q. Bockes.
A. Okay.
MR. KLINE: We'll hand a copy to
counsel. Mark it as an exhibit. P-66.

(Whereupon, Exhibit P-66 was marked

for identification.)

BY MR. KLINE:
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Now, sir, are you familiar with this e-mail?
I don't recall it, but I Jjust read it.
Okay.
SO. ..
And it's you to Mr. Bockes, January 10, 20027?
Yes.

And all I want to establish is what it says in

the second sentence, "we currently have one

prolactin reanalysis project underway," correct?

A.

Q.

Correct.

That would be you in marketing to Mr. Bockes

in marketing, correct?

BY MR.

BY MR.

Q.

MR. WINTER: Mr. Kline --
MR. KLINE: I'm sorry. It's from
Bockes to you. Thank you, thank you, thank
you. I'm rushing. I was hoping to get done
today, so I apologize. I'm trying. I don't
know if I can do it.
KLINE:
But Bockes to you --
MR. KLINE: Thank you, Mr. Winter. I
appreciate that.
KLINE:

-- "we currently have one prolactin reanalysis

project underway," correct?
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A. Correct.
Q. Okay. And the date of it is January 10, '02.
Moving along, there is an e-mail dated
May 15, 2002, and it is from -- it's from Binder to
Pandina showing Table 21. When did you get Table

21, sir?

A. I don't recall.
Q. Sometime in 2001 -- I'm sorry, 20027
A. Potentially. I don't even remember Table 21

until I'd seen some documents prior to this today.
Q. You've seen it in the litigation, it would be

fair to say, but you don't recall when you saw it in

200272
A. That is correct.
Q. Would that be a fair statement?
A. Yes, correct.
Q. Covered.
Next, sir, there is -- there's an
e-mail to you dated June 11, 2002, and it -- I want
to show you a document marked June 11, 2002. It is

an e-mail from Mr. Pandina to you.

Briefly, while we get it out, who 1is
Mr. Pandina?
A. He was the medical affairs.

Q. And you interacted with him guite a bit on the
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Risperdal matters; is that correct?
A. Yes, fair amount.
Q. And he sent an e-mail to you on that date,
actually just to you and to Irene Hsu, H-S-U.

Who is Irene Hsu?
A. Irene worked in my group and she worked in
managing the publication vendor and some other --

she had some other responsibilities, too.

Q. She worked for you, is that what I heard you
say?

A. Yes.

Q. And I want to see if you recognize a
document --

MR. KLINE: Do we have it handy,
Chris? If not, I'll have to pass.
MR. GOMEZ: Yeah.

MR. KLINE: P-68.

(Whereupon, Exhibit P-68 was marked

for identification.)

BY MR. KLINE:
Q. Sir, I'll hand it to you. If T may, I want to
display it, i1f there's no objection, to the jury.

It is from Deloria -- it 1is from
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Pandina to Deloria, and it starts off with figure

one, prolactin observations. Do you see that?
A. Yes.
Q. Those prolactin observations, sir, did you --

were you told where they came from?

A. Well, in this -- this looks like it's some
kind of a poster presentation or a summary.

Q. Yes. They came from the data that was run in
May of 2001, which was Jjust within the month before.

Does that sound familiar?

A. Yes.

Q. Okay. You said yes, correct?

A. Yes.

Q. Okay. Thank you. Next -- and hold on just

one second.
MR. KLINE: We're ready for the next
exhibit number, which is?
MR. GOMEZ: 69.

MR. KLINE: 69.

(Whereupon, Exhibit P-69 was marked

for identification.)

BY MR. KLINE:

Q. The jury has heard about a meeting that was at
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the Palace Hotel in New York.

Were you at that meeting at the Palace

Hotel?

A. I was.

Q. You were?

A. I was, yes.

Q. They've heard a lot about it. I don't plan to
retread it. That will make everyone happy.

What I do want to talk about is a
meeting that was at The Mark Hotel in New York City.

Do you remember that meeting?

A. I do not.

Q. Okay.

A. Was it an advisory board?

Q. It was a child and adolescent national
advisory board. Do you recall 1it?

A. Yeah.

Q. Let's take the document out because it has you

as the first presentation on it.

A. Yes.

Q. Have you reviewed this document in advance of
today's testimony?

A. I believe I have. Once I see it, I can
confirm, but...

Q. Right in front of you, sir. We'll display it

Danielle O'Connor, RPR, CRR 215-683-8023




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

73

to the jury. Are you familiar with it?

A. Yes.

Q. You were there, you presented?

A. Yes.

Q. You were -- you were like the first presenter,

correct?

A. Correct.

Q. The first order of business was by you at The
Mark Hotel, June 14th, '02, and to put it in
perspective, June 14, '02 is The Mark Hotel, C&A.

Now, who's present at this, lots of
people from outside of Janssen and Janssen people?
A. Yeah, there probably would have been maybe ten
advisors and some folks from Janssen, maybe 20
people altogether.

Q. Very briefly.

The first thing that's discussed at
the meeting, section 1, on page 3 is up on the very
top 1s the market overview by the chief marketing
person, correct, you? Correct?

A. Correct.

Q. And the discussion highlights the first
discussion, discussion highlight, first discussion
highlight was to "reanalyze the data, removing

18- to 19-year-old patients from the child and
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adolescent market; advisors had arguments for and

against that" -- "this." Do you see that?

A. Apparently I'm on the wrong page.

Q. Discussion highlights, it's on the same page,
page 3.

A. Oh, okay. I see. On the bottom, okay. I was

looking at the top, okay.

Q. Do you see that?
A. Yes.
Q. And, sir, is that removing the 18- to

19-year-old patients, are you talking about removing
the under tens, or don't you remember?

A. I don't recall.

Q. And then let's look at something here.

You were copied, sir, on multiple
drafts of the pooled analysis. The jury has seen
them probably more than they want to, but they'wve
seen them a lot, correct? I shouldn't say correct
to that.

You saw the -- in realtime you were --
you were being copied, you in the marketing
department were being copied on the drafts, correct?
A. Correct.

Q. And, in fact, sir, did you see the e-mail

where you were copied on the first draft?

Danielle O'Connor, RPR, CRR 215-683-8023
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A. I may have. I'd have to see...
Q. Let's do that. Hopefully with dispatch. It's
Exhibit number -- I'm sorry, in the draft of INT-41.

I had a different point to make very quickly. Maybe
I can do it without a document.

It's correct, sir, that Joe Lin, who
worked for you, he is described in an e-mail from
you as the primary reviewer, primary reviewer for
all Risperdal child and adolescent publications.

Does that sound correct?

A. He was to be the reviewer, that is correct.

Q. And Lin, what's his background?

A. In terms of his educational background?

Q. Yeah.

A. He was in marketing.

0. Marketing, like has a bachelor's in marketing?
A. I don't remember his degree.

Q. He's not a medically-trained person, correct?
A. Correct. It wasn't reviewing the manuscript

for medical accuracy.
Q. Yes. Let's display it for one moment.
MR. GOMEZ: P-70.

MR. KLINE: P-70.

(Whereupon, Exhibit P-70 was marked

Danielle O'Connor, RPR, CRR 215-683-8023
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for identification.)

BY MR. KLINE:

Q. Thank you very much for your cooperation in
all of this back and forth. From Carmen Deloria to
Joe Lin and Karen Zimmerman. Who's Zimmerman?

A. She was involved in publication planning.

Q. "Karen, Joe is now the primary reviewer for
all Risperdal C&A publications.”"™ Do you see that?
A. Yes.

Q. And he would review the medical articles when

they came to the marketing department, correct?
A. Correct. There were a number of people who
would review it to look for -- make sure that it
made sense, there weren't any errors 1in the
publication, they were just another set of eyes, and
he was responsible for that.
MR. KLINE: Your Honor, I realize I'm
rushing. I can't do it in five minutes. I'm
just going to have to hold it over. I Jjust
can't get it.
THE COURT: Very well.
This may be a good time to adjourn
anyway.

Ladies and gentlemen, I'm pretty sure

Danielle O'Connor, RPR, CRR 215-683-8023
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be closed tomorrow,

but, nonetheless, I'm taking the bull by the

horns, so to speak.

It looks 1like there's going to be an

awful lot of snow, and because of that

difficulty of you getting here, me getting

here, attorneys, witnesses, we'll adjourn until

Friday, 20 -- we'll try

see what the weather 1is.

Have a pleasant

can.

(Whereupon, the

from the courtroom at 3

THE COURT: Off

25 after 9:00. Let's
Do the best you can.

day tomorrow, if you

jury was excused

:49 p.m.)

the record.

(Whereupon, a discussion was held

off the record.)

(Whereupon, the

adjourned at 3:50 p.m.)

proceedings were

Danielle O'Connor, RPR,

CRR 215-683-8023
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