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(I'n open court.)
THE COURT: You may be seated, thank you.
Good mor ni ng, Counsel.

ALL COUNSEL: Good morni ng, Your Honor.

THE COURT: | will leave it to the discretion
of respective counsel. We can start with Plaintiffs.
What | mean by that, you can in addition to introducing

yourselves and if you wish in what capacity you are here
on, if there are others in the gallery, regardl ess of
who they may be that you would Iike to introduce,

whether it is clients, counsel, other individuals, I

will just assume whoever you feel appropriate you wi sh
to introduce, you may do so.

| am rem nded of a story a few weeks ago
where | didn't say that and then | found out | ater that
the elderly parents of a |awyer in the courtroom it was
the first time they had come and watched their son
argue a case.

And | said, "Well, those weren't your parents
back there, were they? You should have introduced them
to nme. | could have really bragged you up a little bit
to everybody, if | would have known."

We can begin with respective Plaintiffs
counsel, and then I will just leave it to you who you

wish to introduce.
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MR. DRAKULI CH: Yes, Your Honor, Nick
Drakulich on behalf of the Plaintiffs Steering
Commttee. And also appearing on behalf of Plaintiff
Leopol do Dur on.

And | would like to introduce, if | may, Your
Honor, Thomas Schultz, who is M. Duron's persona
counsel from California.

THE COURT: Good morni ng, Counsel. Welcone
to M nnesota.

MR. CUTTER: Brooks Cutter for the Plaintiffs
Steering Commttee.

MR. LESSER: Your Honor, Seth Lesser, also
Plaintiffs Steering Commttee.

MS. CABRASER: Good morni ng, Your Honor.
El i zabeth Cabraser for the Plaintiffs Steering
Comm ttee.

THE COURT: Good nmor ni ng.

MR. Z| MVERMAN: Good morni ng, Your Honor,
Charles Zimmerman for the Plaintiffs Steering Commttee.
My parents aren't here, but had | invited them they
coul d have been.

MR. ARSENAULT: Good morni ng, Your Honor,
Ri chard Arsenault, Plaintiffs Steering Comm ttee.

MR. HOPPER: Good morni ng, Your Honor, Randy

Hopper on behalf of the Plaintiffs Steering Commttee.
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THE COURT: And unless there is anyone el se
t hat you would like -- | mean, how far do you want to
take it? We can go right to the jury box, if you w sh.
| see some, nmost |awyers going (waving motion) --

MR. DRAKULI CH: Your Honor, we accept the

jury as present.

THE COURT: All right. Well, you know, |
usually will have a bench conference on "for cause"
strikes, so if you want to -- and the record wil

probably appropriately reflect that everyone at
respective counsel tables and in the jury box, we have
all met on at |east a variety of occasions before.

So, we can nmove over to M. Pratt and the
Gui dant side of the courtroom

MR. PRATT: Your Honor, Tim Pratt. I f you
ever saw that movie, "300," as |I |look around, | feel
i ke we are outnunmbered. But, we are trying to hold it
all together.

| am representing Guidant, this is Andy
Car penter and Debbie Moeller of nmy office who will be
participating in the argunment today. Joe Price, our
| ocal counsel of Faegre & Benson and Jean Hol |l oway, who
is in-house counsel for Boston Scientific/Guidant.

MR. PRI CE: Good norni ng, Your Honor.

THE COURT: Good morning, M. Price. Good
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morning to all.

The record should reflect, and I have no way
of knowi ng, but | think the response by nme should be the
same, either way. As nost of the |lawyers know that are
in the gallery, including the well, including the jury
box, there has been some discussions with the Court and
counsel on the order of presentation, and how we are
going to proceed today before we came in to court
earlier in the week, and before.

So, I will just leave it to counsel, maybe
for the benefit, at |east, of some of the other
i ndividuals in the courtroom And whether Plaintiffs do
it or Defense or you both do it, maybe if you want to
outline today, there were a few e-mails that we received
yesterday just kind of tweaking the schedule for today
in terms of the approximately nine nmotions that are on
and the five there will be oral argument on, including
an introductory factual overview by each party of
approximately 20 m nutes each.

Why don't we -- | can hear from Plaintiffs
counsel, or whoever wi shes to kind of scope out the day
for us. | say "day," not being pessimstic, but I
assunme we are going to be here, it |ooks |Iike, about a
si x- hour presentation to ne. If it is less than that,

that is fine.
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MR. DRAKULI CH: \Whatever your pleasure is,
Your Honor. Three of us will be arguing today, nyself
M. Lesser and Ms. Cabraser. We are splitting up the
argument and | am going to attenpt to cover sonme facts
that will be applicable to all of the notions. But ,
however you would |like to proceed, we are prepared to

move forward.

MR. PRATT: | think the agreement we have,
and I amtrying do the math. | am not sure we get siXx
hour s.

THE COURT: Well, | am just saying | have

saved the whol e day.

MR. PRATT: Here is what we advised Your
Honor on about how we are going to proceed today. W
have five notions that we are prepared to argue after
the presentation of the facts at the beginning, so six
segments of the argument today. We are trying to keep
those to 20 m nutes a side for each of the six segnments.

After the presentation of the facts by the
parties, we will nove into an argument on the

Pl ainti ffs' Choice of Law Moti on. The next motion that

we'll argue will be the Consumer Protection Motion that
we filed. We then will follow that with the Preenption
Motion, then the No Injury Motion, and we will wrap up

today with the Punitive Damage Moti on. So, that's, |
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t hi nk, the way we are sequenci ng out the argunents
t oday.

Your Honor, of course, we can nmove and shake
in any way you want in connection with that, and we are
here at your disposal.

THE COURT: | s that acceptable to Plaintiffs’
counsel ?

MR. DRAKULI CH: Yes, Your Honor, if we could
have maybe some indul gence on the 20 m nutes, we wil
try to do that in the narrow package. As | suggested, |
amtrying to cover facts throughout the entire motions
and --

THE COURT: All right. The only other thing
| woul d suggest, and | doubt there will be an objection
fromeither side of the aisle. This has always worked
wel | when we've had a group notions in the past.

It comes up, actually, more frequently in a
l[ist of in limne notions, you know, a week or two
before trial where a decision has to be made by the
| awyers or the Judge, ultimately by the Judge. Well, do
we have the noving party get up, and then the response,
and that is irrespective of what has been said with any
rebuttal or surrebuttal. And selfishly, I think in
fairness to the parties, | have always found it very

hel pful, and rarely, if ever, just pure repetition or
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wasteful to turn to the moving party and say: Do you
want a brief response, which generally is, you know, two
m nutes or less? And then | will usually give the | ast
wor d. So, there is an up and down, and someti mes

| awyers oftentimes will take the | ast word whether they
need it or not.

So, if that has al ways worked well, it is
that rare case where | feel we are retreading old
ground. So, that is probably how we will proceed today.
| will let a short rebuttal -- unless there is sonme
compelling issue or some of nmy questions, if it has
carried us over and so you haven't been able to get the
information to me that you need.

| will represent to you that myself, along
with, and nmost of the |awyers here, if not -- and nost
of the |lawyers here have met Amy Gernon, who is closest
to me, and Danielle Mair, both | awyer/law clerks in ny
chambers.

We have essentially, | think it would be fair
to say, read everything that has been submtted. And we
can discuss at the end of the presentation today,
whenever that m ght be, some response times by the Court
getting decisions out.

For exanple, something to think about

t hroughout the day in a small number of cases, if the
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| awyers agree, apart fromthe MDL nature of things --

al though we do have the other cases sitting in right
behind M. Duron's case with some deadlines com ng up as
soon as next week on briefing. And sonme of those issues
may come up today in some of my questions. But, at the
end of the day, if there are one or two or three key

i ssues where if the parties seemto agree that, well,

t he qui cker we could get the decision the better,
something | have done in the past, we may have done it
once or twice here over the course of the history of the
case, on a couple of these issues, because it is not
likely I will rule off the bench as ny brother and

col | eague Chief Judge Rosenbaum does with some frequency

on some matters. But, the other methodol ogy that | use,
and | think it will be probably realistic and I wll be
able to deliver on this and | will check in with you at

the end of the day. On two or three of these, if there
woul d be an agreenment to say: Well, Judge, we will take
your one-page or one-paragraph decision if we can get it
in less than a week. And then | would follow it within
30 days, give or take a few days, with the menorandum
opi ni on.

There may be a couple of these that fit that
category where if you all agree that, well, if you are

willing to give us a decision, even though the reasoning
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won't come with it, so we can act on it, then we'll

di scuss that, whether one or nore of these fall into

t hat category. Because | would be willing to do that,

and | think unless something happens that | don't

antici pate today, which |I suppose is possible, | thi

nk

it is realistic to suggest to you that | would and could

do that in some of these notions. And it would probably

be -- I think it is apparent there's at least two th
m ght be hel pful of the five, in addition to the oth
four, approximately, four nmotions that aren't going
be argued that are being submtted on the briefs.

We did send an e-mail yesterday, because

at

er

to

said if there's other questions or | had an objection or

would I'i ke to hear additional oral argument on sone

t he other notions, we would |et you know yesterday.

of

Well, we just confirmed yesterday by e-mail that we were

in agreement with kind of the format that was set ou

Wth that, | would suggest that we can

t.

proceed with -- | think we were going to open up with an

overview of the facts, unless | am m st aken. And th

e

|ast time the e-mails were exchanged, it wasn't clear t

me whet her the Defense was going to proceed first with

that or the Plaintiff.
| take it by M. Pratt getting up, that

going to be you, unless you are getting up on behalf

it

of

(0]

is
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the Plaintiff and | don't think that is the case.

MR. PRATT: If they would permt me, Your
Honor, | woul d be pleased to.
THE COURT: If I may say, and | don't want to

create an issue today on one or nmore of the motions, and
| may, if | have a question -- and this is not a
substitute for some of those questions. But, as we are
goi ng al ong, whether it is at a recitation of the facts
or during a motion, if it is the view of one or both
parties, this case has no dissimlarity, in our view,
fromthe bellwether trial sitting right behind it. Or,
it is entirely dissimlar. Because one of the issues
that's going to come up early on in the choice of |aw
argument, and | will sit tight until then, is a nunber
of -- just taking the bell wether cases, they all got
here in different ways.

And as recently as Judge Fallon's decision on
March 22nd of 2007, he had some discussion about that
and how unhel pful the rules are in the United States of
America on what all of the ways cases get into a

district in an MDL. But, apart from what Judge Fall on

has said, and others -- and that is just one issue.
But, back to what | just said about if it is obvious to
one or both sides that, well, in some of these nmotions,

if not the overview of the facts, what we say about this




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

17

case, keep in mnd, Judge, we think it is going to be
the same for the others sitting right behind it.

| am not saying you are really obligated to
do that today, because it is going to come up as we
di scussed after |'ve made deci sions, because when the
ot her notions conme in, that is one question we'll have
is: Well, is the next case or the case thereafter
di stingui shable fromthe one that has been filed?
Probably enough said about that. If | have a question,
Il will ask it. So, whenever you are ready, M. Pratt.

MR. PRATT: Thank you, Your Honor. This is a
bit of a challenge, what | have been tasked to do this
mor ni ng, which is to somehow in 20 m nutes tal k about
the facts that we believe to be inmportant in connection
with the pending motions. So, | will not do service to
all of them

| have read, since | have been involved in
def ending Guidant in this litigation, | think, every
medi a article that has been published, from great

newspapers |like the Wall Street Journal and Pioneer

Press and ot hers. | have read them | have read what

the Plaintiffs have filed here.
What | thought | would do is to perhaps spend
alittle bit of time during my 20 mnutes to talk about

the things that one may not appreciate from having just
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read the popul ar press reports about nmy client, the
peopl e of Guidant, about the PRI ZM 2, and may not have
appreci ated from reading what the Plaintiffs have filed
in connection with their notions.

One thing is we are here to talk about the
case of Leopoldo Duron. What may not be fully
appreciated is that M. Duron's device has been renoved
from his body. It worked every mnute it was in his
body. It delivered appropriate therapy to him It was
removed because he el ectively decided to have it
removed, Guidant gave hima free device to replace that.
We tested it. There is going to be a ot of talk -- and
M. Drakulich is going to talk about degradation of
pol yi mde and how that may increase risk and all of
t hat .

The fact is, we have | ooked at M. Duron's
device and we have | ooked specifically at the polyimde
and whether it is degraded. And we have an agreenment
fromtheir expert and ours and everybody who has | ooked
at this, that this device has not failed, it has not
mal functi oned. It never failed to deliver therapy. The
polyimde insulation in the header of his Prizm 2 has
not degraded. It may not be appreciated fromthat.

The second thing that may not be appreciated

is the seriousness of sudden cardi ac deat h. Sudden
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cardi ac death -- we know heart disease is a |eading
killer of Americans. Wthin that group, the | eading
killer is sudden cardi ac deat h. Not a plunbing problem
with the heart, but an electrical problemin the heart,
where it starts to beat, it gets out of whack. It goes
t oo fast. It becomes inefficient. It falls into a
state of fibrillation, and the only thing that is going
to save that heart when it gets to that advanced stage
is a shock, either an external shock or an internal
shock.

And if you don't get a shock in a tinmely
fashion and you are suffering from an epi sode of sudden
cardi ac death, you will die. Sudden cardi ac death kills
about 1,000 Anericans everyday. This is a deadly
di sease. And the best form of therapy for this disease
are inplantable cardioverter defibrillators, ICD s.

These are devices that have been devel oped.
In the beginning they used to be big. They used to go
right down here in your abdomen. You opened up your
chest and you hooked the wires to the chest. Now t hey
are small. They are small because of innovative
advances by companies |i ke Guidant, where you put it up
here in the upper pectoralis region. You run the wires
t hrough the veins inside. It monitors the heart. | f

the heart goes into a state of tachycardia, it wl
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recognize that and it will give you a shock. And it
will wait. If it is not fixed, it will give you another
shock. That is the way it works. It is a lifesaving

device. \Where nmore than 95 percent of people suffering
cardi ac death would die because they didn't get shocked
in a timely fashion. If you have an ICD in your body
and you have a state of sudden cardi ac death or
ventricular fibrillation or tachycardia, nore than 95
percent of those people will survive.

So, we are talking in this courtroom about,
truly, a lifesaving device. But, it does have
[imtations. It is run by a battery. It has to be
repl aced every three years, four years, five years,
dependi ng on the use, the entire device has to be
removed through a procedure where you opened up a
pocket, you take it out, you check the | eads, you put it
back in, an outpatient procedure. You are not under
gener al anest hesi a. But, you have to do this. You know
when you get one that it is going to have to be replaced
periodically.

These devices, and what one may not
appreciate from what you have read, these devices are
not perfect. They may shock you when you don't need a
shock. They may mal function. These are man- made

devices, they have mniature conputers, they have
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m ni ature power plants in them They are conmplicated.
And there is a risk that they will fail and not deliver
therapy in a timely and appropriate fashion.

We are certainly not proud of that, and
peopl e at Gui dant work every day to make these nore
reliable. But, there is a background risk that these
devices will fail. And if anybody in this courtroom
gets an inmplantable defibrillator from an
el ectrophysi ol ogi st, that electrophysiologist is likely
to say, this device may fail. At what percent, it is
uncertain.

When you take a | ook at what the Heart Rhythm
Soci ety has said, they say the rate can range from 1
percent, 1 out of 100 to 2.65 percent of these devices
having to be replaced because of a mal function. Guidant
certainly does a whole | ot better than that on the
reliability side of things, but that gives you some
sense of the background risk of failure with these
devices that is known to everybody.

It is known to the industry. Every menber of
the industry. We have a warning in our |abel, an
FDA- approved warning that says that these devices may
fail to deliver therapy. Essentially, that is what that
war ni ng says, the FDA-approved warning that acconpanied

this device, M. Duron's device and everybody el se's
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device, that the amount is known to physicians. Every
physician we have taken in this litigation, every
physici an, whether an expert or otherw se, will say, |
know there is a risk that these devices may fail. |t
may not be fully appreciated; but, they do.

Anot her thing that may not be fully
appreciated from all that we have read is the inmportant
role that the FDA plays in regulating these devices and
the compani es that make them  They are regul atory
wat chdogs. They have thousands of enpl oyees,
physi ci ans, toxicologists, biomedical engineers, experts
in communi cation, experts in public health whose job it
is to regul ate the people who make these devices, to
| ook at these devices, to pass judgment on whet her they
are safe and effective, to determ ne whether they ought
to be avail able on the marketplace for people with
serious heart disease to have placed in their bodies, to
monitor them after they are on the market, to determ ne
whet her they ought to stay on the market, whether
addi ti onal warnings ought to be placed or not. That is
the inportant role of the FDA and | am going to be
tal king about it a whole ot more in connection with the
preenption defense. But, we are going to hear about
failures of these devices, we are going to talk about

the rarity of them We are going to talk about it and
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hear from M. Drakulich that there were short-circuit
reports of failures of these PRI ZM 2 devices. Every one
of those reports went to the FDA, every one of them went
to the FDA, brought to the attention consistently with

t he FDA regul ations. And though we are going to hear
from M. Drakulich, we have heard fromPlaintiffs
experts in this litigation, that Guidant didn't do

t hi ngs exactly right on the regulatory front, the FDA
has never so said.

The FDA has the enforcenment authority over
Gui dant. They have the ability to come in and inspect,
and i ndeed they do. They inspect our facilities on a
regul ar basi s. If they see things wrong, they let you
know it.

They have | ooked since the 1861 recall in the
summer of 2005 at our facilities on many occasions, they
have an ability to say to us in an official way that you
did things wwong with respect to the 1861 in 2002, 2003,
2004, 2005. The FDA has never made that determ nation.
We hear it fromthem but we have not heard it fromthe
FDA.

When you submt a request to the FDA for
approval of a device, you do reliability projections.

It will hurt your head to read this, because it is a

conplicated reliability algorithmthat you submtted
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with your application. When Guidant submtted to the
FDA a request for the FDA to approve the Prizm 2 Mode
1861, we submtted the reliability projection. And what
we said to the FDA was that the projected reliability of
this device over three years is 94.94 percent.

In other words, a little around 5 percent of
t hese would fail over three years for a whole variety of
reasons. 5 percent may fail for a whole variety of
reasons. That is what we told them And with that
informati on, they approved it. 94.94 percent is what we
have told them  They approved it in August of 2000.
They have never withdrawn that approval, whatsoever.

We are going to hear about the polyimde
insulation. W are going to hear fromthe Plaintiffs
about how maybe that was not an appropriate insulation
to use in this application. What you may not hear, what
may not be appreciated from what they have filed is that
in 1992 the FDA gave Gui dant perm ssion to use polyimde

i nsulation in the header of their inplantable

cardi overter defibrillators, in the header of their
cardi overter defibrillators.
And for ten years, ten years up until the

first report of a problemw th the header in the PRI ZM 2
in 2002, there was no problem of arcing because of a

failed polyimde insulation at all. Years and years and
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years of successful use of that particular insulating
mat eri al .

One thing that | think has truly been |lost in
all that has been filed, Your Honor, and all that has
been said about the people of Guidant and this device,
this Prizm 2, Model 1861 is the reliability of this
device. This device that is under attack in this
courtroom just happens to be one of the nost reliable
| CD's ever marketed.

| think if you ask people, well, doesn't it
short-circuit? | thought you had a problemw th the
header with this thing short-circuiting? And when you
ask them what the percentage is, | think you would get
some wild guesses of what the percentage is. MWhat, 1
percent, 10 percent of these were short-circuit?

Thi s device was approved in 2000. W are now
entering about the seven-year anniversary of this device
fromits first marketing. And as of right now, we have
36 reports of short-circuiting problenms out of the
popul ati on of 27,000 devices made before April of 2002.
It is that population that was subject to the FDA
recall. Those 27,000 devices, there have been 36
failures over the seven years since this product has
been put on the market, for a failure rate of .13

percent, just over one in a thousand, one-tenth of one
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percent .

There are only -- and | don't say only
trivially, there have been three deaths or serious
injuries out of this 36, that is it. A very rare
phenomenon. So, when they conme in to talk about the
claimthat we exposed M. Duron to this significant risk
of failure, keep in mnd, even now, .13 percent is the
risk of this device failing against the backdrop and
warned risk that these devices may fail for a variety of
reasons to deliver therapy.

And when you take a | ook at that in the
context, Your Honor, you |look at the 5 percent, which is
what the projected liability was over three years, if
you take the industry average of 2.65 percent, or even
drop that back to 1 percent, which is what the Health
Heart Rhythm Society decided to be an alternative rate
of mal function for inplantable defibrillators. And you
conpare it to the arcing failure rate on the right,
whi ch started out at .01 percent, and really even now is
up to .1, .13 percent, it puts into context the rarity
of this event in the context of what we told the FDA and
what the industry background failure rate is.

So, | have been tal king about short circuits.
Wel |, what about the mal function rate, generally, from

all causes? | told you these things can fail for a
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variety of reasons. What do we know about the PRIZM 2

after six years on the market? Remenmber, we said 5

percent failure rate froma variety of reasons.

percent mal function rate for this product |ine,

.42

.42

percent. Hardly anybody is going to beat this in the

i ndustry. This is the device that we are being accused

of sort of creating fear in people, that it has to cone
out of people's body because of the great risk of
failure? .42 percent confirmed mal function rate, and
that is in the 2007 product performance report.

But, the argument is, and we may hear it from
M. Drakulich. Yeah, but let's |ook at the recall
popul ati on. You are tal king, Pratt, about all of these
devices from when they were marketed up until now. \What
if we take the recall population before April of 2002

and conmpare it to the population after April of 2002.

Well, that has got to be a | ot worse because we know

there was arcing in those early devices, as rare
was.

After April 16th, 2002, the survival

as it

probability is 99.56 percent, that is pretty good with

t he non-recall population. What about the recal

popul ati on? 99. 45 percent. That, Your Honor, is

statistical deadbeat in terms of the reliability

the recall population of this device before April

a
bet ween

of
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2002 and the devices made after April of 2002.

Just two other quick points |I want to make,
Your Honor, because | am going to spend sonme time
talking to you about the appropriateness of how Gui dant
handl ed the situation back in 2002. And you are going
to hear a | ot about that today. | am going to talk
about it nore in the punitive damage presentati on.

The claimis, you should have warned the
wor |l d, you should have pulled things off the market and
all of that. | think it is inportant to discuss it in
the context of M. Duron, because this is his day, his
motion, just as it is our day on his case.

February 1, 2002 was the very first report
Gui dant ever got of a short-circuit in the header of the
Prizm 2, February 1, 2002. Approved in August of 2000,
first report came in February 1 of 2002. We didn't get
the device in, but we got a report that there was a
problemin a person who had been dancing. She got
shocks. She wasn't hurt, but because they checked and
found the device wasn't functioning, they replaced it.
It came back, Guidant |ooked at it and said, we haven't
seen anything like this before. And they started an
i nvestigation. One failure out of all of these
t housands of devices, they started an investigation.

March 9, 2002, with only one failure ever
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reported like this with that product |line, M. Duron got
his device. He started tal king about punitive damages
and how unconscionable it was for the conpany. One
failure, still under investigation when M. Duron got
his device on May 9, 2002. W then continued the

i nvestigation, March 16, 2002, when we made one change.

Il will talk about that in a little bit. W didn't know
that that fixed really anything at the time.

We continued the investigation. After April
of 2002, we made anot her change in November of 2002, as
the matter was still under investigation. The failure
rate was hovering about 1 in 10,000 during this time.
And then after that, the rate remained pretty constant.

These are sort of the trigger dates, the key
events | just went through, Your Honor, from February 1,
2002, through the second change in Novenmber of 2002.

Over time, when you take a |look at this, remember the
projected failure rate that we submtted to the FDA was
. 1443 percent for inplant nonth, and that is the way the
i ndustry cal cul ates these things is it gives you a sense
of whether the rate is going up over the increased tinme
t hat they are being used by patients.

The top line is the projected inmplant -- the
failure for inmplant nmonth failure rate. The bottomline

will give you some sense of the inplant failure rate per
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month for this arcing failure, to show you the

conpari son between how | ow and stable it remai ned during
t hat period of time. Il will talk more about that when
we get to the other part of it.

|'ve got two other points to make, Your
Honor . One is that | think what has been lost in a | ot
of this is the company, the people who make up the
company up there in Arden Hills, the people who are
dedicated to quality come to work every day to try to
make a better device, lifesaving device for people that
suffer from serious heart disease.

Gui dant is an innovator, Your Honor, it was
t he company that put the first commercial inmplantable
defibrillator on the market, canme out with the first
transvenous |l ead that let's you not have to open up the
chest to put these |leads on a heart. You could put it
in through the vein. Gui dant did that.

It has the nost advanced wireless nonitoring
technol ogy. We can sit at home and you can actually
moni tor how your heart is doing, how your device is
doi ng. It gets uploaded to a website people can | ook at
it. Gui dant is an innovator in that.

So, | eader at the time, Your Honor, one thing
you are going to hear today and you are certainly going

to hear and you are certainly going to hear it over the
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course of what we are here to do even beyond today, this
i ssue of when you notify physicians on | ow frequency
failures is an issue that is still under debate. There
is no consensus on it. Some doctors want a lot. Some
doctors want a little, the industry is participating in
t hat . Gui dant, in particular, has been a | eader in that

di scussi on.

They created the I ndependent Panel with the

goal to kind of say to this group, you tell us what yo
think the trigger events ought to be for reporting on
| ow frequency failures. \What process ought we have in
pl ace?

Gui dant participated in the Heart Rhythm
Soci ety discussions which led to some recomendati ons

that the Heart Rhythm Society came out with. Guidant

u

has the most advanced product performance report on the

mar ket, now. | don't think there is any question about

that, with more detail about failures and things |ike
showed you a little bit ago that doctors can go to and
| ook at and evaluate in their discretion.

After the recall, Guidant offered free
devices to people, even though the failure rate was
extraordinarily low, a highly-reliable device, we told
people Iike M. Duron, if you want to have that device

replaced, it is your decision. W wll give you a new
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Gui dant device and we will pay up to $2,500 in

non-rei mbursed medi cal expenses. We didn't have to do
t hat, but we did. And the final point I would make,
Judge, before | eat up my time and | may be beyond it,
is back to this slide on the mlestones | just went

t hrough, Your Honor, is this first bell wether case of
Mr. Duron.

| have got an 18-year-old daughter, and two
years ago | bought her a Jeep, a 2002 Jeep. And sone
time, a year or so ago, we got a letter of Chrysler that
said there had been some reports of brake failures and
she was to take the Jeep in and have it sort of | ooked
at . She did. And it was taken care. And that was it.

There wasn't any thought on her part or m ne
t hat she m ght have some | awsuit over that because she
may have been at peril of a brake failure, as |ow as
that risk was.

And | say that to Your Honor, because what
you are being asked to do by the Plaintiffs is to nove
to an area where no one has gone. M. Duron, subject to
a recall, no question about it. The device did not fai
or mal function, no question about that.

He wants to come in here and say, even though
| had no failure, | want you to conpensate me on certain

product liability clains. Not only that, | want to rest
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on the shoul ders of other people so I can seek punitive

damages for that. And | know we get caught up in
litigation and devices and issues |like that, |ike, well,
what does it mean -- and | am not trivializing

i mpl antable defibrillators or Iifesaving devices.
under st and t hat. But, the decision they are asking you

to make today doesn't just apply to inplantable
defibrillators, it will apply to engines and Jeeps and
baby products. And if a person who has a perfectly
functioning device, who when you |look at it there is
not hing wwong with it; that we are giving people like

t hat an opportunity to come into these great courtroons

and say, not only pay me noney, but give me punitive

damages. That is a jurisprudential leap that | think no
one has ever made. We will be talking about that during
the course of the day, Your Honor. And | think I have

probably exhausted my time. Thank you for your
attention.

THE COURT: Thank you. You wouldn't happen
to have an extra copy or two of that Power Poi nt
presentation that you can give us?

MR. PRATT: Yeah, we will provide it.

THE COURT: I n part because the screen
isn't -- did you turn that on, Any, and it's not.

MS. GERNON: Yeah, and it keeps doing that.
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MR. PRATT: Do you want me to do it all over
agai n, Judge?

THE COURT: | think you m ght have
m sunderstood nme, M. Pratt. | don't want to break,
now, but her screen isn't worKking.

MR. LESSER: Tim can we get a copy, as

wel | ?
MS. GERNON: Here, take this one.
MR. LESSER: Just make one for us |ater.
THE COURT: | will use the same format here
with Plaintiffs. | had some questions for M. Pratt.

deli berately didn't ask him because | know that the
issues will come up in these individual motions, so |
viewed it kind of as some opening remarks, so |
deli berately didn't ask the questions. And | will do
t he same, here. | will |leave them for during the
moti ons, because, you know, nost -- well, any issue that
was raised, | suspect the same will be with your opening
remarks, | will come back to the questions during the
motion, specifically. Al right?

MR. DRAKULI CH: Thank you, Your Honor. May
| approach?

THE COURT: You may. For all of you with
bi focals or trifocals, I won't |ook, you don't | ook at

me when | tilt my head down to get the right view, so --
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MR. DRAKULI CH: If I am doing the sanme to
you, Your Honor, it is only because --

THE COURT: All right, we can tilt.

MR. DRAKULI CH: Good morni ng, Your Honor,

Ni ck Drakulich

THE COURT: Good nor ni ng.

MR. DRAKULICH: This is a case about
responsibility, the responsibility to carefully
manufacture a |ifesaving device, the responsibility to
be honest as a manufacturer and share in not only the
good, but the bad, and even the ugly. After all, life
depends upon it with these devices, Your Honor. The
responsibility to place patient safety first.

| would submt to you, Your Honor, the facts
before you reflect that Guidant did not act responsibly.
They were not honest and truthful. Facts are tough
t hi ngs, Your Honor, and no matter how hard they try,

t hey cannot wash away those facts.

Now, there was a board prepared for me for
t his argument. | can't take credit for the board.
was | ooking at it for the first time this morning and |
saw that they entitled it, "No SJ, the facts are in the
way. " It is a clever lingo, but it applies in this
case.

And before | get off on that, Your Honor, |
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wanted to shift gears a little bit just in terms of a
couple of things that counsel nmentioned. And before
doing that, | noticed at the desk this norning when
sat down that on our side, which is different in some
courtrooms | appear in. It says,
"Plaintiff/Government."

No case could be nore appropriate than the
"Plaintiff/Government” in this case. Because this case
is al so about a betrayal of trust. It is about the
betrayal of trust that the Government placed in Guidant
to play by the rules, and to follow the regul ati ons.

And it is the betrayal of trust that doctors and
pati ents placed upon Guidant to be truthful.

So, with that in mnd, | want to digress and
tal k about my good friend' s anal ogy about a brake
failure and the story that he was tal king about
concerning his daughter and the recall of the car. And
| think no nore appropriate way to place that in context
with this case and to focus upon what is really involved
here is to show you a slide.

And if you could put up the first slide,
Seth? And if you would turn, Your Honor, it would be in
t hi s package. Do you have it on your screen?

THE COURT: | have got it right here.

MR. DRAKULI CH: | amtechnically chall enged,
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so | need help fromnmy friends fromtime to time. It is
entitled, "Market Share At All Costs." And
interestingly enough, what are we tal king about, here?
We are tal king about brake failure. The same thing that
M. Pratt mentioned. And who is talking about brake
failure? None other than Guidant's Medical Advisory
Boar d.

In June of 2005, after the recall, after the
public disclosure of these defects after, and for the
first time that their own Medi cal Advisory Board is
advi sed of the defect inherent in this device for over
three years and concealed it. And what to they say?

First of all, they want to know who knew
what and when, which is always a good starting question,
and we will talk about that a little bit this norning,
Your Honor. But, they say the biggest issue is that
Gui dant continued to sell PRIZM devices after the
change. Exampl e anal ogy: Cars and br akes.

The PRI ZM issue isn't a random conponent
failure, it is a known failure. It was identifiable and
you could fix it. You woul dn't continue to sell cars
with a known brake failure mechanism would you?

Now, it is a perfect anal ogy, because under
the facts before you, Guidant knew that they had a

defective product. They knew that they had a defective
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insul ation. They knew it way before M. Duron's device

was i mplanted, and |I will speak about that nore, Your
Honor, in February -- in March of 2002. But, what is
even nore troubling is what they -- after discovering

the harm M. Pratt tal ked about the company conti nued
to investigate, and continued to investigate after the
February 1st failure.

Wel |, Your Honor, they investigated over
three and a half years until they were forced to do
somet hing by the public disclosure of the death of an
unfortunate young man, a death that could have been
prevented had they been honest, had they been truthful,
had they played by the rules.

Because the el ephant in the room and the one
t hat Gui dant wants to ignore and to sweep under the rug
and to wash away the dirty stain, is the fact that in
June of 2002, following only three failures, only three
confirmed failures, Guidant did a health risk
assessnment .

And what did this health risk assessnment
tell then? Well, it told them that there was a probl em
with the feedthru wire to the backfill tube shorting.
The same problem we will speak about with respect to M.
Duron, and the sanme problem unfortunately experienced by

t hat young man, M. Oukrop
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What is the product? It is the product we
are tal king about here, the PRI ZM 2. And what do they
say -- well, and also, there are 24,427 devices in the
mar ket at that time, including the Plaintiffs'.

What do they say about the description of
this hazard? A breach in the polyimde tubing that
insul ates the feedthru wire from other conductor
surfaces results in a shorted condition to the backfill
tube.

What are the factors mtigating this risk?
None. Who is at risk of this l[ife-threatening defect?
All . Heal th consequences could be |life threatening if
the patient requires tachy shock therapy after the shock
occurs.

And if you go to that next page, what did
Gui dant know? They knew that the |ikelihood of injury
fromthis risk of the entire popul ati on was very |ikely,
10 percent. Life threatening. Death could result if
the patient requires tacky therapy prior to device
repl acement.

Now, | agree with M. Pratt that there is an
i ssue with sudden cardiac death in the United States.
People will die if they do not get a shock. It is a
deadly di sease. The Prizm 2 was a deadly, dangerous

defect. They knew it, but they hid it fromthe FDA,
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they hid it from doctors and they hid it from
unsuspecting patients whose very lives were dependent on
t hat shock being delivered when required. And what does
t he FDA say about when they finally, after the
di scl osure, the sunshine given by Dr. Hauser, calling it
t he death of his patient, who could not get a response
from his company to do the right thing, a conmpany that
had an opportunity to do the right thing three years
previously; but, decided that market share was their
primary goal and | will support that as we proceed.

What did Dr. Hauser do? He was forced to go

to the New York Times so that the warning could get out

to the world. And a quick coment about Dr. Hauser, if
| may, Your Honor. He is a fine doctor here in
M nneapolis. He is head of the M nneapolis Heart
Foundati on. He was one of the founding menmbers of
NASPE, which became the Heart Rhythm Society, in
conjunction with our expert, Dr. Thiers in this case.
He was a former president of CPI. And it is
very interesting what transpired after Dr. Hauser |eft
CPlI and doctors were pushed aside and marketing people
t ook other. You saw a dramatic change in how this
conpany conducted themselves with respect to patient
safety.

So, | nmoved off topic a little bit only in
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response to M. Pratt's comments about how this conpany
has behaved appropriately, and discussing the anal ogy of
car brakes. But, before | proceed too much further in
my argument, Your Honor, | want to tal k about Leopol do
Duron, because this is his case. He is a real person

He is not a statistic. He is not the statistic that

Gui dant relies upon in deciding whether or not Leopol do
Duron -- | should call himLeo, because the first time |
met him he said, "Nick, would you call me Leo? Everyone
calls me Leo." So, if you don't m nd, Your Honor, it is
alittle informal, but | will call himLeo today.

THE COURT: Al'l right.

MR. DRAKULI CH: You have a picture up on your
screen, Your Honor, of the Plaintiff Leopoldo Duron, and
he is there with his wife of 35 years, Irene.

And Leopol do is described in the
deposition -- and, you know, they have taken a
deposition of every known person | think -- they have
t aken the deposition of his daughters, his w ves, his
mot hers, his co-workers. What do they all tell us?

They tell us Leopoldo Duron is an extraordi nary man. He
is 73 years ol d. He has worked his whole life. He
still works to this day. In fact, he regrets he can't
be here today because he is working, but he is here in

spirit and with his personal counsel
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He is a man who is described by his boss as
dependabl e, reliable, trustworthy individual, a peach of
a guy. Everyone | oves Leo. And when we di scuss what
Leo has been forced to endure because of this company's
conduct, | think you will have a better perspective, and
per haps you already do, about the trauma that he and
t housands of people throughout the United States have
experienced because of this conpany's conduct. So, it
is nice to talk about statistics, and we will, but this
i nvol ves real people and real damage.

Now, | mentioned rush to market. And while |
say that, to give some context, Your Honor, you have
been provided -- what? A thousand pages of docunents?

THE COURT: That m ght be a little low. And
| think you are going to have to get those nunbers up.

MR. DRAKULI CH: | think that is right. And
| don't know, probably an equal number of exhibits.

THE COURT: No conpl aints, no conpl aints.

MR. DRAKULI CH: No, it is impressive that you
have been through that. That is quite a task. It is a
complicated device, Your Honor, but it is, | think, a
very sinple story.

And the story revolves around what notivated
a company to not do the right thing, to not play by the

rules. And | think the answer is in their driving




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

43

concern for market share above patient safety. So, |

put up on your screen their marketing plan for this very
device. And what does that marketing plan in 1999 talk

about? It talks about their goal: W nmust introduce a

new product every 9 to 12 nont hs.

And then it tal ks about their number one

driver, time-to-mrket. |t explains why they

short-cutted safety. It explains why they did not
di scl ose. It explains a |lot of things, Your Honor,
because | ook what it says. It says, we have got a

competitor out there and that conmpetitor is named
Medtronic. And interestingly enough, | see Medtronic in
the courtroom even here today for this argument. And
t hey are concerned because they say it is a two-horse
race in this docunment. Medt roni ¢ has come out with a
smal l er device. And if we don't conpete and get to
mar ket with our small device, we are going to |ose
mar ket share.

And Your Honor, you had a picture of these
devices. And | should have brought in -- and |I was
t hi nking of doing it and maybe on the next occasion |
will. But, how these devices, fromthe very first
device, which is the one that M. Pratt refers to where
he says polyimde was first used 10 years ago, the PRx

devi ce. | had M. Novak hold that up in a deposition
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and it | ooked Iike a small cantal oupe. It is impla
in the abdomen, abdomen of the body. Contrast that
this mniaturized device that Guidant was pushing t
out so that they would not | ose market share to
Medtronic's device.

So, what are they told? "Shorten your
cycles.” They use the exact | anguage, "Move things
cl oser. Get this product out."

Now, a company that produces l|ifesaving
devi ces and benefits people should be rewarded. | t
good service. And they should be a handsomely

conpensated for doing that. But, a company t hat

nt ed
wi t h

o get

is a

shortcuts safety and is not honest and does not play by

the rules is not entitled to the same deference and
respect. And this conpany skipped all of the bases
Your Honor .

And | put up this next slide just to sh

this, their marketing strategy. And it is really a

curious coment. | first thought it was a joke, be
t hese documents were from Gui dant. These facts are
their documents, fromtheir w tnesses. This isn't

plaintiff's spin. And what do they say their marke
strategy i1s?
"Mar keting department vision: W nust

to be money hungry, market share at any cost to

ow

cause
from
a

ting

strive
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i ndi vidual s, whose sole purpose is to wildly pronote
product."”

Well, even if that is a joke, Your Honor, it
is a sad one. And quite frankly, the facts bare out
that their vision was acconplished with this device.

So we get to the next issue, Your Honor,
which is the issue of wrong stuff, the polyimde story.
Why do | say that, the wrong stuff? It is because since
1971, scientific literature wi dely avail able confirns
that this is the wrong stuff.

In 1992, there was a Navy paper published
t hat shows it was the wrong stuff; that when exposed to
stress and humdity and tenperature, just like the
conditions within the human body, it will degrade and
wi Il cause arcing and shorting.

Now, |'ve attached a copy of that paper, Your
Honor, but they knew, as well, it was the wrong stuff.
Why do | say that? Because in 1995 their own docunments
say, we got to get this stuff out. At issue here are
i nsul ation techni ques, since the use of polyimde tape
will be highly discouraged. It's tal king about a M ni
1l device, a device, actually, Your Honor, that
preceded the PRI ZM t hat had, according to Suzanne
Pari si an, Former Chief Medical Officer for the FDA and

t he Device Section had hundreds and hundreds of arcing
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failures to the can.

Now, | woul d say, Your Honor, if Guidant knew

t hat they were havin

g arcing failures to the can of the

device which is to be hermetically sealed, certainly

t hey had prior notic

e that a feedthru wire exiting

outside the can exposed to body fluids would suffer the

same i ssue.
| was tr
youngest son. | do

know, he al ways tell

ying to talk about this case with ny
this someti mes because | say, you

s me, "Dad, talk |like a person, will

you? Because you talk sometinmes too nmuch |ike a | awyer

and | don't understand what you are saying."

And when

t hi ng about polyimd

| talk to himand | explain this

e, arcing to the header and

degradation -- these guys are so nuch smarter than me.

First of all, he wen

he said, "Well, Dad,

t on the internet and googled. And

if you go up there, gee, there's

all kinds of stuff about polyimde. You can find out

everything you want

1985 the United Stat

to know. You can find out that in

es Navy retrofitted all of their

pl anes to get this material out, because it was causing

pl ane crashes.”
| said,
asked Mr. Novak when

Regul atory Affairs,

"I didn't know t hat." And so,
he was the Vice-President of their

"Do you guys have computers? Do you
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ever Google? Because, you know, you are required, the
FDA regul ations require you continually to monitor your
products and your critical conmponents, to report to the
FDA when published or unpublished data indicates that
there may be problems with the material that you are
using, such as a critical insulating material.

And what do we have in this record, Your
Honor? We have since 1992 not one document filed with
the FDA by this company reflecting the widely-known fact
that this insulation was a problem

Not only known in the scientific journals,
not only required by GAO reports, but known by the
conpany, itself. | mean, at one point | thought the
ostrich defense may be applicable, here, but it is not.
Because in the docunents you have before you, you know
t hat Gui dant acquired Intermedics in 1999, a
whol | y- owned subsidiary of Guidant; that people within
I ntermedi cs studied the use of polyimde years before
and determned it was suitable material for use.

People within the company knew, scientific
literature confirmed, and yet this company continued to
do not hi ng. In fact, if you go to the slide that says,
"Gui dant knew but ignored."”™ This is a slide prepared by
Keith Johnson, their Director of Engineering, and Fox,

the Director of their Research and Devel opment. And
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t hey prepared, they were preparing a paper for the FDA.

When this was finally disclosed and the FDA
brought them in and said, what do you guys -- you come
in. W want to know what you know and when you knew it
and what is the problem They said: WelIl, maybe the
best thing to do is prepare a white paper and to tell
them you know, what we know about polyim de and what we
didn't know.

And so, they prepared a draft white paper.
But, what you will see here fromthe draft, the final
product to the FDA, there is little change. And what
did they know and what did they say in the draft? 1In
August of 2004, materials people were added to the team
because of the Renewal 1 and 2 failures, the sanme
probl em here, polyim de, that we are going to have for
t he next series of trials, Your Honor, the same
defective insul ation.

It is conforting to know that they finally
brought materials people to the team in August of 2004.
These individuals were aware of published information
about Polyimde stability in human conditions and of
pol yi m de research previously done by Intermedics, their
whol | y- owned subsi di ary.

Team focus quickly shifted to polyim de

breakdown as an inportant mechanismto understanding the
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root cause. That focus, Your Honor, should have shifted
before they ever introduced this product to the

mar ket pl ace. That should have been their focus and that
is their obligation under the | aw when they make
applications to the FDA, to do the proper research and
testing before bringing a lifesaving technology to the

mar ket pl ace that contains life-threatening defects.

So, | say it is the wrong stuff, it is
confirmed it is the wong stuff. They knew it was the
wrong stuff. Ot hers in the industry, their conpetitors

who became subsumed by them knew it was the wrong stuff.

But, then we go next to this issue with
respect to the wrong place. And we have devel oped a
slide here, Your Honor. It is a schematic that we have
taken after fromthe documents from Guidant. And to
give you some perspective you will see the location of
t he backfill tube, and you have heard a | ot of
di scussi on about that, and the DF feedthru wire.

It was inportant that that DF feedthru wire
not be in contact with the backfill tube. Because when
you put metal upon nmetal or two wires together, you
don't have to be a scientist to know that can be a
probl em

So, it was inmportant to have those separated.

It was inportant to have a space between them It was
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i mportant that didn't have to become in contact I|ike
they did after the explant, after the review of Josh
Oukrop's device, and as they do in this case with M.
Duron's devi ce.

This is a manufacturing defect, clear and
sinpl e. | f you turn to the next page, Your Honor, if
you woul d, please, that is M. Duron's device. And you
can't determne this until after the explant. But, what
does it show? It shows the DF feedthru wire sitting
directly on top of the backfill tube. A cl ear
manuf acturing defect is hard to i mgine. Pi ctures speak
a thousand words, and this picture says it all, Your
Honor . He was sitting, within his chest -- | am sorry,
| am too close? They say | amtoo close to the
m crophone. | apol ogi ze.

THE COURT: The sound systems in here, and
they are all the same in every courtroom and they are
soon to be replaced, but they are bad.

MR. DRAKULICH: Well, I amloud, so | will
back-up. And |I apologize if | was --

THE COURT: Actually, it is a combination of
cheap speakers and cheap m crophones, to be quite
candid, so --

MR. DRAKULICH: And a |oud | awyer, so --

THE COURT: | ' m not sure about that,
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actually.

MR. DRAKULICH: This is the proof of the
defect, Your Honor. Here it is, front and center. I n
this device, at the time of explant, which could never
have been confirmed until he had his replacenment.

As a matter of fact, Guidant acknow edges,
they sent letters to patients saying, we don't recommend
you replace these devices. But, by the way, there is no
way for you to practically test, you or the doctor, to
know whet her or not you have that |life threatening
defect in you. Not hi ng you can do. But, we have got
some statistics. And you should rest assured that our
statistics are correct, because, you know, your l|ife
depends upon those statistics.

And we will talk about the statistics,
because | think the Mark Twai n anal ogy and that fanous
guote, and you will find it actually got in quotes, Mark
Twain, in here about "There are three types of lies --
that is a Guidant document. "Lies, dam |lies and
statistics.” It applies in this case, Your Honor.

But quickly, this next slide is on
bi ocompatibility assessment, and just to give you a
flavor, to step back fromthe trees, Your Honor, because
you have had so many trees with documents and exhibits.

| amtrying to give you an overview. And whenever you
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produce a |ifesaving device, the FDA says, you know,
make sure it works. Make sure you have done the proper
tests. Submt to us the bioconmpatibility assessment you
have done to prove it is going to withstand the
environment of the body. And here is the
bi ocompatibility assessment that Gui dant produced to the
FDA in 2000.

And if you | ook at that, Your Honor, it
tal ks -- they say that materials that either directly or
indirectly are exposed to long-termtissue are listed in
this table. And you proceed to the next table, and they
list all of the materials, but there is one m ssing,
pol yi m de.

And then the next page, Your Honor, | called
this the "Needle in a haystack," because this is a
needl e in the haystack. M. Novak during his deposition
was ki nd enough to bring me this exhibit to the left,
t he head of Regul atory Affairs. And | put this little
thing to the right to give this some description.
Because | was asking him would you give me the history
of the approval of the product and where you say that
you told the FDA about polyimde in 1992? So, he
prepared this chart, and it is kind of interesting,
because here is the device, the PRI ZM 2, which was

approved in August of 2000. And he has got a chain to
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try to get me through the haystack. Because the
predecessor device was the PRIZM 1. Then you go up to

t he VENTAK AV device back in 1997. And then if you
really -- if you want to find the docunment that M.

Pratt is referring to after going through thousands and
t housands and t housands of pages of PMA subm ssions, and
PMA suppl ement subm ssions, you will find it over here
in 1992 with an unrelated famly of device called PRx.

And you go through that entire subm ssion
and the | ast page of the component qualification test,
you will find an interesting footnote. | had to get ny
gl asses on to read it. It is very small. Hopefully you
can see it in the materials submtted. And actually,
this is a document that the Defense have included, so
you will see it in their index list.

And on that footnote it says, "This
specification describes medi cal grade tubing, for use as
non- body contact insulation,"” for use as non-body
contact insulation. This is the test, and this is the
report that he is referring to that says that the FDA
approved it with respect to the Prizm 2 device, the one
here at the very bottom of this chart.

A limted component qualification test done
8 to 9 years previously for non-body contact. Did they

update that test in the eight to nine years before they
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submtted to the Prizm 2? Did they |ook at the
scientific literature that existed with respect to what
was known or should have been known with respect to
polyimde in the nine years? Did they talk to people
within their own conpany to determne that this was a
defective and dangerous material ?

I f you turn to the next page, Your Honor,
pl ease, it says, Defendant admts | ack of polyimde
testing. And here it tells the story. This is a
document produced from Gui dant, where after the FDA
finally said, what is in these devices -- how are you
using these devices and what is the problem here, after

the New York Tinmes article and they are brought into the

FDA and they have a series of meetings. And those are
very interesting menos that you have before you, Your
Honor, because they are very revealing.

And this is a memo from Kent Fox, again he
is the R & D Director. And he says, I'mtrying to
revisit, what is the history. | amtrying to find out,
mysel f. He is trying to find a needle in the haystack
that | went through in the deposition. l'"'mtrying to
research where we used this material for the first time.
And where it was used, it was in 1994 with the PRx
devi ce. It is that one with the arrow going up in the

prior draft, Your Honor, for the unrelated famly. And
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what is the adm ssion, here? "Supporting analysis data
for the tubing in this application obviously did not
determ ne the dielectric breakdown could occur given
time, stress, and humdity." The Hazard Anal ysis
specifically addressed header arcing ... | was

unable to find any specific Peer Review documentation
regarding the use of polyimde tubing in the header.”

It also talks to the reliability assessnment
here that M. Pratt referred to. No assessment of
pol yi m de, none is provided. Zero with respect to the
use of polyimde.

MR. PRATT: Your Honor --

THE COURT: M. Pratt?

MR. PRATT: Your Honor, a point of order.
don't think I in 30 years interrupted a counsel. But ,
am concerned about this. When we nmet yesterday for the
first time, the notion was we were going to spend 10 to
20 m nutes tal king about the factual background.

This norning it was 20 m nutes is what |
hear d. | significantly cut back everything |I was going
to say. M. Drakulich has gone on for over 30
m nutes --

THE COURT: 33 and a half, to be exact.

MR. PRATT: And as | look at it, he has got

much nmore to go. | mean, talk about playing by the
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rul es. | mean, | could have conme in to have d
hour and a half opening statenent --

THE COURT: | would think these ar
cl osing arguments than opening statenments.

MR. PRATT: | have got a two-hour
But, Your Honor, it is a little unfair, becaus

in with a 20-m nute presentation on our case.

one ny

e nmore |ike

cl osi ng.
e | canme

He has

been able to go on 30 m nutes, after they said they

woul d go 20. And he is nowhere near done.
Now, | just think it is unfair for

a one-sided, docunent-1|aden, factual presentat

this to be

ion by the

Plaintiff, when | was led to believe because of a

prom se by themthat it was going to be a general

overvi ew of about 20 m nut es. So, | mean, alr

have given him 10 m nutes more than | had.

eady |

MR. DRAKULI CH: Your Honor, | didn't realize

| had run over and I will try to move this qui

concl ude it.

ckly and

THE COURT: \What really has happened here,

t hough? | mean, this started out a week ago,
m nutes, then they ended at 20, we are at 33,
Pratt went over about 3 or 4 m nutes. If this
of things to come -- it rarely happens, frank
experienced | awyers in Federal Court. | rarel

but can you sumup in five m nutes, noting M.

10 to 20
now. M.
is a sign

y, with

y see it,

Pratt's
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obj ections?

MR. DRAKULI CH: Absol utely, Your Honor.

| apol ogi ze. | did not realize -- | was

And

| ooking for -

| am used to these times up here with the red button,

the yellow button, and the green button.

THE COURT: | try not to use those, but

have got them  We have got them
MR. DRAKULI CH: You won't
again, Your Honor.

THE COURT: All right.

we

need themwith me

MR. DRAKULI CH: | apologize if |I overextended

t he courtesy you have provided. There are a | ot of

facts. l'"'mtrying to get them out qui

ckly. | think I

woul d be remss if | didn't summarize by tal king about

Leo Duron and his injuries.

THE COURT: All right.

MR. DRAKULICH: And if you could place up the

picture, please? This is the picture

followi ng his explant surgery. Do you have t hat

screen?

of Mr. Duron

THE COURT: | do now. | do.

MR. DRAKULI CH: M. Duron had this device

i mpl anted, as M. Pratt said in March.
'02. He had it explanted pursuant to

recommendati ons of his physician that

He had it i
the

t he evi dence

n

on your
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before you is clear that it was the physician's call.

In fact, the same physician said he made his
patients who had the simlar device sign a formif they
deci ded not to have them removed, because that was his
recommendati on. But, follow ng that surgery, Your
Honor -- and preceding it, of course, the evidence is
replete with the distress that he suffered after
| earni ng about the recall, finding out that his device
was detective in reading about it in the paper. He
wrote his own obituary. He was concerned about dyi ng.

And the record is also very full, Your Honor,
with the serious nature of injuries he suffered. I
mean, this is not just a car recall. This is a man who
had to have a device replaced, a device that was
determ ned to be defective by the FDA, a Class 1 recall,
a device that the FDA said could cause serious injury or
death, who had it replaced at the reconmendation of his
physi cian and underwent conplications, including before
the device having to inject hinself for two weeks in his
own stomach to prepare for the operation.

And then follow ng the operation, the
excessive bleeding and the bruising that you have seen
and the enotional distress that he has suffered, which
is real. It is real, as testified to by his treating

physi ci an. It is real as has been testified to by the
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experts that have been hired. So, | just thought, Your
Honor, | would be rem ss wi thout at |east mentioning
that this is a real man with a real case who has been,
in fact, really injured.

And someti mes when we tal k about statistics
and someti mes when we talk about graphs and charts,
sonmetimes we | ose the fact that wrongful conduct has
consequences. And unfortunately, the consequences of
t he wrongful conduct were borne by the patients in this
case and by the doctors who trusted this company to be
honest and play by the rules. Thank you.

THE COURT: Thank you

What | would Ilike to do is go to the opening
argument on the first case, if we could, take a late
mor ni ng break, if we could, and |I could be persuaded to
break here. Why don't we go ahead?

Ms. Cabraser, | assume by the fact that you
stood up, you are ready to head to the podi unf?

MS. CABRASER: | am ready to head for the
podi um Your Honor. And this is a res ipsa argument.
When you see me com ng, you know | am going to be short.
This is the Choice of Law Motion. And it is a nmotion of
endl ess fascination.

THE COURT: It is.

MS. CABRASER: To some people, including ne.
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And it has been handled differently by different ML
courts, as Your Honor knows. And some of the
complications involved -- we are all fortunate here,
because whoever is to blame for anything else in the
case, factually or legally, neither side is to blame for
the state of the |Iaw on choice of law in the United
St at es. But, we all have to deal with it and we have to
deal with it in ways that advance the policy interests
of the states involved, satisfy the Constitution, and of
course advance the interests of this MDL. And so this
is a special case for choice of |law as the courts have
begun to struggle with.

One reason that we can |l ook at this a little
differently than some of the other MDL courts have is
t hat we have a separate -- we have a different set of
operative jurisdictional facts, unlike some MDL's, |ike
Vi oxx, for exanmple, we have a master complaint in this
compl ai nt that covers not just the class action, but the
i ndi vi dual cases, as well.

And i ndividual Plaintiffs |ike M. Duron had
a choice to adopt that master conpl aint by reference,
and file their own superseding conmplaints in this Court,
in the District of M nnesota, which is what M. Duron
did. He filed his Conplaint by adoption. He

specifically asserted all of the damages and equitable
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cl ai ns. He asserted all of the cl ains. He asserted the

M nnesota UDAP cl aim specifically.

So, this is not the Vioxx situation in which

the Court wanted to try some cases. But, there wasn't a

mast er conpl aint and the Court was dealing with cases

t hat had been transferred in for pretrial purposes.

We to have an agreement here, by the parties

under Lexicon, that the representative cases can be

tried here; but, that is not the only reason the cases

can be tried here. M. Duron's case can be tried here

because it is a District of M nnesota case. Thi s Court

has original jurisdiction. M nnesota is the forum

st at e. And so, the M nnesota choice of |aw rule woul d

apply.

THE COURT: \When you say it is a Mnnesota

case, it was originally filed in the state of

Cali fornia.

MS. CABRASER: It was originally filed in the

state of California. And if M. Duron had not filed a

new conpl aint here in the District of Mnnesota with a

new case nunmber, he would be in the more conventi onal,

hi storically conventional MDL situation of just visiting

on the Monopoly board, ready for remand back to
California at the conclusion of these proceedi ngs.

there m ght be a special agreenment anmong counsel to

And
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enable his case to be tried here. And in fact, there
an agreenment among counsel that his case can be tried
here.

THE COURT: If I may ask, because | think
answer to the question, even though we are only
concerned here today, appropriately so, with this
case -- | mean, it will have inmpact on others, even
t hough the other bellwether cases didn't all get in he

the same way. To use a phrase, and | would like to

think I would have asked it anyway -- | think | would
have -- even wi thout Judge Fallon's coment that the
answer lies in a stipulation which addresses or

clarifies these issues.

| mean, | understand the agreenment to try
case, here. | understand that we are going to try it
a conclusion. MWhat | see mssing is an agreenment
bet ween the parties, or any discussion -- and no
decision | make will be based upon some off-the-record

di scussion we may or may not have had in chambers or

el sewhere during our conferences. But, we've taxed ou
menories to say, where can we go and find, short of
interpretation of this new conpl ai nt procedure, where
the parties sat down and said, here is what it nmeans f
choice of |law by agreeing to these bell wether cases an

al so agreeing to come in with a supersedi ng conpl ai nt

is

the

re

the

to

r

or
d

or
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compl ai nt by adoption. And it is difficult for me to
find anything where it says that -- in fact, | renmember
from day one, people have hinted to me in some of these
areas there are going to be choice of |aw issues, which
seemed a little contrary to saying, we all agree that
the effect of this would be M nnesota is going to be the
choice of | aw. | don't see that anywhere, Ms. Cabraser.

MS. CABRASER: And | don't personally recall
Your Honor, any express discussion with respect to,
well, are we going to agree on which |aw applies? Other
counsel may. | don't. In fact, it became apparent as
this case was being prepared for trial that it turned
out that the parties didn't agree on which [ aw shoul d
apply, which is why the Court is being asked on notion
to make a choice of |aw determ nati on.

I n other cases, this issue has been avoi ded
because the parties have happened to agree. There was a
chance, | would i magine, that we m ght have agreed on it
and it turned out that we didn't.

THE COURT: | am sorry to interrupt, but I
may be asking before we are done, that separate fromthe
decision | make, and this may be one of those that the
sooner you get a response from me, the better. But, |
will be curious to know whether it is during your

argument of both counsel or at the end is regardl ess of
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how you see the issue, because your briefs, | don't

t hi nk, | eave anything to nmy imagination in terms of,
well, here is how we see it. And that is whether there
are some counts in the Compl aint where either of you are
going to say, well, regardless of how you come down on
this, we agree it is exactly the same under both
California and M nnesota law and it will be tried in
exactly the same way.

Now, you have isolated two counts where that
is not the case. The Defendant doesn't concede quite
t hat many. But, | will be curious when we are done here
on this issue, are there counts where people say, well,
ei ther way, Judge, here is the way it is going to be.

MS. CABRASER: We were only able to identify
two areas in which we saw a clear distinction. And one
of themisn't so clear, and one of themis relatively
m nor, the difference between $5,000 and $10, 000 in an
i ndi vidual case is relatively m nor.

And with respect to the inmplied warranty
privity requirement, California | aw seenms to indicate
that privity in the traditional sense would not be
required, either. It is not quite as clear as it is in
M nnesota, but probably not outcome dispositive, here.
| think the parties do have debates over who would win

and who would | ose on the other counts under either
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state's | aw. But, if you conpare the jury instructions,
the CAClI jury instructions in California and the CIVJIG
jury instructions in Mnnesota on nost of these issues,
this case at trial was going to be driven by the facts
and is going to be driven, you know, by the assessnment
of those facts under the multi-factor test which both
states' |law provide to the jury.

So, | think the real issue here and why there
is a dispute isn't because one side thinks it is going
to |l ose and the other side thinks it is going to win
dependi ng on the choice of |law outcome, it is that we do
have a situation where we have a plaintiff who filed a
case in the District of Mnnesota, it was a superseding
compl ai nt . This is the forum state.

The M nnesota choice of |aw rules would
govern the analysis of which | aw applies. W know,
constitutionally, there is no issue. | think the

parties agree on that.

THE COURT: | think that is true, that is
true.

MS. CABRASER: Ei t her way, we have indicated
in our brief -- we have done the analysis, just to be

safe, under California's Conparative |npairment Test, as
well as M nnesota's Choice Influencing Factors, which by

the way were first published by Professor Leflar in the
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University of California Law Review article. And it

comes out, in our view, it comes out the same way each
time. M nnesota has the primary interest because the
company is here. The pertinent acts and decisions for
design and manufacture and quality control were all made
here.

It is fortuitous that M. Duron received his
device in California. W know we have people across the
country with these devices. And | think where |I am
really headed on this, just to cut to the chase, is that
some of the M nnesota Choice Influencing Factors are not
often eval uated, because they are not often relevant.
But, | think in the MDL context they are, because this
Court has a special task.

Through the conduct of representative trials,
it is tasked with hel ping the parties gain a view of the
merits and the values of the cases, to advance all of
the cases toward adjudication or resolution. And these
representative trials are a first step.

It seems to us far nore efficient, far nmore
consi stent, far nore predictable to try these
representative cases under the |aw of the state which
Gui dant knew it was charged with obeying, the law of its
pl ace, the | aw of the place where the pertinent

deci si ons were made, rather than to have a series of
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representative trials all tried in Mnnesota, before a
M nnesota jury under varying states | aws.

This Court, | am sure, can handle any state's
| aw and any state's jury instruction and counsel are
used to doing that, too. But, there is something to be
said for a district court trying the case to utilize the
forumstate's law in a series of trials where one of the
primary reasons the Panel set the cases here, and it is
reflected in the Judicial Panel's decision, is that this
district and this state has a nexus to the events and
conduct at issue.

This case wasn't randomy sent by the pane
to Wom ng or Florida or Louisiana, in which case there
m ght be some very much more difficult issues with
respect to what |law to choose for representative trials.
And unli ke other MDL's, in this case, we did file a
Mast er Consol i dated Conpl aint, not just for the class
actions, but for the individuals, too. That wasn't a
forced choice.

The individual Plaintiffs had the right to
deci de whether to stay here as transferor cases and go
back at the end, or to make their choice and file in
M nnesota, and be bound by M nnesota choice of |aw, and
presumptively and predictably M nnesota substantive | aw,

so that their trial experience would be val uable and
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determ native not only to them but would advance the
MDL for everyone. So, when you | ook at the M nnesota
choice-influencing factors, and you | ook at some of
t hose which have not always been given a | ot of
consi deration, but those that inpact the adm nistration
of justice, those that inpact the institutional issues
t hat woul d concern the Court, | think this Court as an
MDL court has the opportunity and is certainly justified
to view those factors in a way that enables it to do
what constitutionally it can do, what under M nnesota
choice of law factors it can do, and what under
California Conparative | npairment Factors it can do,
which is to choose M nnesota |aw to govern these cl ai ns.
We cited in our papers quite a bit, the St. Jude
deci si on. Done in a class action context in which a
choice of |law was going to be inmposed on people as
members of a class and their only choice would be to
opt-out on consumer claims. And the St. Jude Court
determ ned that that was appropriate using M nnesota
factors to apply M nnesota |law to the nationw de cl ai ns
of a consumer class on conduct and products emanating
from M nnesot a.

After we filed a reply brief, Judge
Mont gomery, in whose courtroom we nmeet today, issued a

decision called Mooney versus Allianz Life |Insurance
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Conmpany. It came out on May 10th, 2007. | wish it
could have been in our reply brief. The cite is 2007
West Law 1412549, another consumer class action, not

medi cal devices, not an MDL, utilizing M nnesota choice
of law principles to certify a nationw de class under

M nnesota Consumer Law, because there, as here, the
conduct at issue involved a M nnesota conpany and

| argely occurred in M nnesota and the consuners,

t hemsel ves, came from around the country.

So, this District has a jurisprudence that is
faithful to the M nnesota choice of |aw regime; that an
MDL is another complex litigation involving the clains
of consumers, chooses M nnesota law in situations where
there is less choice for the Plaintiff to predict and
understand and appreciate and decide to be bound by that
| aw.

| think in this case it is a much easier task
for this Court to choose M nnesota | aw, because it is
not only theoretically fair, it doesn't only conply with
due process, it doesn't only make sense in terns of
where the conduct occurred, and it is not only extremely
hel pful to making these representative trials as
val uabl e, effective and useful as they can possibly be.
M. Duron had an individual choice and he made an

i ndi vi dual choi ce. And he chose to come to this Court,
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to submt his case to the decision making of a M nnesota
jury under M nnesota | aw. He can't be denied the
opportunity to do that. It is not unfair to himto
allow himto do it. It may well be unfair to himto say
he is branded California and can only proceed under
California law. And it is certainly not unfair or
unpredictable to Guidant to say, you chose to do

busi ness here. You made your decisions here. You

desi gned your products, here. You worked with the FDA
here. You did everything here. You knew what the | aws
were. They haven't changed since you have been here.

It is predictable for you to submt yourself to the
authority of those laws. And so when you face

i ndividual trials in this nationwide litigation arising
from that conduct, the representative trials to be tried
here should be tried under M nnesota | aw.

If there is a need to try cases for sonme
reason, as yet unreveal ed under other state's |aw, that
could be done by this Court. It would nore
appropriately be done before a California jury, either
on remand to transferor courts or by this Court sitting
by designation in another court. For exanple, in the

Wel di ng Rods litigation, Judge O Malley after holding a

number of representative trials in Cleveland has deci ded

to hold the next representative trial in M ssissippi
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before a M ssissippi jury under M ssissippi law in a
case that was transferred in to her and does not include
an Ohio-filed conplaint. So, there are many techni ques
the courts use.

| think in this case, given the attention
both sides have paid to making this an efficient
mechani sm having the trials teed up one after another,
using time limts, trying to stream ine everything
possi bl e, except perhaps, | am not so sure any nore,
oral argument this morning.

It makes absolute sense to utilize what can
properly be utilized in this case, the application of
M nnesota | aw to make the process that nuch nore
predi ctable, to reduce the nunber of vari ables that
woul d ot herwi se confound the meani ngful ness and utility
of the outcomes of these cases.

THE COURT: Is there -- this doesn't really
relate to the bell wether case, but -- this one, it may
in two of the five. But, then in cases, to use Judge
Fallon's words, a direct file case, where then he
posits -- well, then, what happens if the case goes
back? Then basically, if | understand the reasoning,
even though the rules don't get us there, you invert the
transferor to transferee. I n other words, it doesn't

mean that you stay with M nnesota | aw. You do on the
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direct-filed cases --

MS. CABRASER: Yes.

THE COURT: And those that go back because
they were transferred in. Then what you do is you -- if
the case isn't resolved in the MDL Court, it goes back
you revert back to the transferors -- in other words,
you kind of invert the choice of |Iaw on that one.

MS. CABRASER: That is right. The choice of
| aw anal ysis could be deferred until you know which

cases are going back. The Duron case stays in

M nnesota, so it is not affected by that. As a matter
of fact, | know counsel cited the Bridgestone/ Firestone
case. It happened in that case that there was a master
complaint. The parties either agreed or conceded that

because that Master Conmplaint was filed in Indiana,
| ndi ana choice of |aw appli ed.

They disagreed vehemently about what | ndiana
choice of law was or meant. The outcome, the
certification order went to the Seventh Circuit. The
Seventh Circuit disagreed with the District Court. And
as a result of that a nunber of cases were filed in
state courts around the country on the same cl ai ns.

And | can tell you this from personal
experience, | just experienced this two weeks ago. \When

we were back in Indiana and were arguing that M chigan
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| aw, the | aw of Ford's place of business and conduct
applied, Ford was adamant that it didn't, and that |aw
of every Explorer owner's state had to apply. They
ultimately prevailed on that with the Seventh Circuit
when we were heading to trial in our California State

Cl ass Action and we got to the summary judgnent stage on
choice of | aw. Ford came in and argued that M chigan

| aw applied, not California |aw, because all of the
conduct had occurred in M chigan.

We all kind of did a head shake on that one,
but the fact of the matter is, and you know this, Your
Honor, there's strategical, strategic and tactical
reasons that parties make choice of |aw argunments.

You can't avoid that. What you can do is use
the framework of the M nnesota choice of law rule, the
constitutional -- the constitutional threshold, which is
met in this case, and exercise your discretion to do
what you think is fairest to both sides and is in the
best interests of the case management responsibility
with which this Court has been entrusted by the Judici al
Panel .

THE COURT: Thank you. Why don't we go
forward, absent an objection, with a response, if we
can? And then we will take a break after that.

MR. CARPENTER: May it please the Court.
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Andr ew Car penter for Guidant. Il will say between nyself
and Ms. Cabraser, it will be both a short argunent for
bot h of wus.

| agree with a couple of things Ms. Cabraser
said. The terrain is conmplicated and it is a
fasci nating area. | think there is a clear answer for
t he Court.

The first question is -- well, before |I get
to the first question, there are four reasons why we
believe that California | aw applies to M. Duron's
cl ai ns. First of all, California |aw applies by default
to the extent there are no conflicts under California
Choi ce of Law Rul es.

Second, only California has got a legitimte
interest in applying its laws to these clainms, Mnnesota
really doesn't. It's what you call a false conflict.

Number three, to the extent those interests
actually are in conflict, California's interests vastly
out wei gh M nnesot a' s.

And finally, even if you were to apply the
five-factor Leflar Test under M nnesota Choice of Law
Rul es, you get the sanme result, California |aw applies.

First question is, what is the forum state?
We all know in diversity cases, the old chestnut, the

| aw, the Federal Court sitting in diversity has to apply
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the substantive |aw of the forum state.

Well, what is that, here?

have you believe it is M nnesota, because M.

filed an addendum adopting vari ous aspects of
t hi nk t hat

Conpl ai nt . I is dead wrong.

Plaintiffs would

Dur on

t he Master

And t he reason

it is wong is the forum state in an MDL or

situation where there is a venue transfer,

all 28 U.S.C. 1407 is, Your Honor, it's a

any

and that is

venue statute.

It's always the state in which the action

is originally

filed.

How do you know that? You go back and | ook
at the three Supreme Court cases that |ay out why we
apply these diversity rules to choice of law rules |ike

t hat .

Erie, they decided that it makes no sense to

have one result in a federal court and a different

result in a state court sitting right down the street

from each other in the same state. Uniformty of

results is what drives the Erie Doctrine. We all know

t hat .

In Klaxton -v- Stentor, the Supreme Court

applied that concept, the choice of law rules. They

said that choice of |law rules are substantive. The

Federal Court sitting in diversity needs to apply the

choice of law rules of the District and the State in
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which it sits.

Why? Uniformty. I f you applied different

choice of law rules, you are going to get different
results. Federal courts and state courts should have
the same results and the sanme | aw bei ng applied
regardl ess of the accident of whether a party provides
di versity jurisdiction.

Van Dusen, the third case, the Supreme Cou

rt

f ound that when venue is transferred, the choice of | aw

rules of the transferor district apply. And what
happens after the transfer can't change choice of |aw
rul es.

Why? It is very sinple to do so. And to

what Ms. Cabraser advocates would gut the Erie Doctrin

and create ridiculous results. As the Court said, we
shoul d ensure that the accident of federal diversity
jurisdiction does not enable a party to utilize a
transfer to achieve a result in federal court which
coul d not have been achieved in the courts of the stat

in which the action was filed. That is the uniformty

concept.

THE COURT: And | agree with everything th
you have said. | think this is hornbook | aw that even
scholar |like Ms. Cabraser probably could not disagree

with. And I will sit tight if you are going to roll i

do

e

e

at

a

n
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t here, but what do we do with the MDL, the consent to
try the case here, what, if anything, does that change
in this day and age when we throw this in, and ny
responsibilities in the case?

MR. CARPENTER: This is exactly where | am
goi ng.

THE COURT: Al'l right.

MR. CARPENTER: Lexi con doesn't matter a bit.
The fact that we waived Lexicon has no application to
t hese proceedi ngs today or choice of |aw. Lexi con has
nothing to say on choice of |aw. It just says the Court
can't remand to itself for trial.

THE COURT: | don't disagree with that.

MR. CARPENTER: Ri ght . We wai ved that -- we
never waived choice of |aw. Nowhere in our pretrial
conferences or in open court has Guidant said that
M nnesota | aw can apply to all of these cases, that is
wel | known.

Furt hernore, Lexicon is a red herring, Your
Honor. This Court has always had the power to find out
what the appropriate choice of law is and rule on
di spositive notions. Lexi con has got not a thing to do
with what we are doing today and what | aws apply to
these motions right now. The disposition of cases and

pretrial motions is proper pretrial preparation over
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which this Court already had jurisdiction.

But, even for trial purposes, Erie, Van

Dusen and Kl axton indicate that even if the parties do

agree to waive the Lexicon remand right, it doesn't
matter where the case is tried. The forum state for

purposes of Erie and uniformty has to be the original

transferor state. Ot herwi se, you get un-uniformresults
and get | aw applied that could never have been applied
if not for diversity jurisdiction and a transfer.

Does the Master Conplaint matter? Not a
bit. The Master Conplaint is a procedural artifice.
Plaintiffs know it. It is in the second paragraph of
the Master Conmplaint. They say, it is to serve only the
adm ni strative functions of efficiency and economy and
to present certain comon clainm and common | egal
gquestions of fact for appropriate action by the Court.

It doesn't supersede. It doesn't enconpass. All it is
is a procedural device and a housekeepi ng measure.

The fact that M. Duron filed an addendum
adopting various aspects of the Master Conpl aint does
not change the fact that California remains the
transferor court and California choice of |aw applies.
Any other result would be incredibly unfair.

What that would basically mean was any

plaintiff whose case was transferred in the MDL, if
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there is a master conplaint, has got the right to either
take the law originally of his transfer or jurisdiction,
or if he |ikes the | aw better where he got transferred,

| will take that | aw. There is no authority giving them
t hat right.

Do Defendants have the right to have a
mast er conpl ai nt brought and then apply that law if they
i ke that better than the original transferor's state's
| aw? Absolutely not. How do we know? They have tried

it before. In re: Propulsid, In re: Vioxx, the

Def endants have all said, hey, these are MDL's. W have
got a master conpl aint. Let's use the choice of |aw
rules where the master conplaint was filed. And in both
i nstances, the Court said, absolutely not. It is a
procedural device. You | ook to the | aw of the
transferor court, not the | aw where the master conpl aint
IS.

THE COURT: \What has changed, if anything?
Unli ke those cases, we have your client here in
M nnesota, we have your client who manufactured the
device here in this state, and it seens to me that kind
of puts this case -- as you say, it shouldn't change the
result, but it does make it a rather interesting issue
when the suggestion is here, this is nore of a strategic

argument going on, because even though both California
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and M nnesota are kind of pro-consumer states,
apparently -- 1 don't think a judge | ooks at a statute
and puts that characterization on it.

It is just unusual for Guidant to be in the

posture of, well, you are on our home turf and we don't
want -- we don't want the |laws on our home turf to apply
to this case. It is alittle different and | think that

is what Ms. Cabraser is trying to suggest to me that,
well, take a close | ook, because Arden Hills is right up
the road, here. Should that make a difference here?

MR. CARPENTER: | agree with Your Honor, it

is a rather strange position. As a defense |awyer, |

feel like | am about to burst into flames by arguing
that California |aw should apply. It hurts my nouth.
But, | think that is the right result. | think anything

is antithetical and creates real uniformty and
federalismand comty probl ens. | think it is counter
to the venue statutes. | think it guts Erie. | think
it creates real problens.

And | am going to get to this |ater, but
Plaintiffs' supposition that all of the events were
centered in Mnnesota is dead wong and it is not
supported by the record. And | will get to that |ater,
but there is no support for that. Gui dant operates in

many states and California is really where the rubber
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meets the road in this case.

Anyway, what does that mean? California
remains the transferor court, the forum court.
California's choice of |laws should apply. Under
California's choice of laws, it is the government al
i nterest test.

First question, do the substantive | aws of
California and M nnesota conflict? | think there is
more of a conflict than Plaintiffs |let on. Clearly
i mplied warranty, clearly strict liability, there are
di fferences in enotional distress clains that may be
di spositive. There's clear differences in consumer
protection | aw. But, if this Court believes that there
is no conflict, California |aw applies by default. And
Plaintiffs claimthere is none in alnost all of the
causes of action in their brief. So, if you take them
at their word, it is a relatively easy deci sion.

Goi ng back to the test, the second question
is, if each jurisdiction has a legitimate -- if there is
a conflict, are there legitimate policy issues that
clash? 1.e., does one state have a genuine issue in
having its | aw applied?

And number three, if so, which state's policy
woul d be most inpaired? Well, | think the answer is

that California has got an interest; M nnesota doesn't.
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Look at M. Duron's original Complaint. All of the
events giving rise to this action occurred in the County
of San Diego, State of California. This is the county
in which Defendants sold and distributed and Plaintiff
received the device, which is the subject of this

[ awsui t .

| think that says it all, Your Honor.
California is the state with the interest in this case,
not necessarily M nnesota. California, accordingly, has
a strong interest in applying its laws to M. Duron's
clai ms. Number one, to ensure the appropriate |evel of
conpensation for California, a lifelong California
resi dent who got the device from California, who had it
explanted in California, who allegedly was injured in
Cal i fornia.

I n addition, California has got a strong
interest in limting Guidant's liability. California
has got policies where it recognizes the val ue of
medi cal device manufacturers and it gives certain
protections. It is balanced with that prior interest in
conmpensati ng people. It is a conplex system That is
part of how the system of | aws wor k.

And finally, California has got an interest
in regulating and deterring conmpani es doi ng busi ness,

selling devices within their state, within their
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borders, which Guidant did in this case.

M nnesota, on the other hand, has got really
no interest in this. Plaintiffs wrongly assume that all
of the alleged wrongful conduct took place in M nnesota.
That is actually not true if you | ooked at the record.
For instance, M. Duron's device was |argely
manuf act ured and assenbl ed, including the header, which
is the specific subject, in Clonnel, Irel and.

Plaintiffs' own expert says significant
desi gn decisions were submtted and approved and
processed by the facility in Irel and. I n addition,
Plaintiffs in their Master Conplaint allege that all
sal es and advertising decisions run out of the I|Indiana
corporation, Guidant Sales Corporation.

It is important to also bear in m nd, Guidant
doesn't operate only in M nnesot a. Gui dant has sal es
representatives throughout the country to interact with
doctors and patients. So, basically, Plaintiffs theory
that M nnesota is the center of gravity is not supported
by the record, and massively oversinmplifies the
situation.

| am not claimng for a second that the | aw
of Ireland should really apply to this case, or even
| ndi ana; but, | do think that illustrates the

unwor kability and unrealism of Plaintiffs' theory that
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M nnesota has the nmost operative issues, here.

M nnesota, in addition, has no interest in
regul ati ng conduct through personal injury actions,
tort, breach of warranty, breach of contract, strict
liability, the primary state interest is in conpensating
residents. M nnesota has got no interests in
conmpensating, necessarily, a California resident.

Now, Plaintiffs cite several cases indicating
t hat M nnesota does have a certain interest in
conmpensating people who may not necessarily be
residents, but if you |l ook at the cases, the Plaintiffs
in all of those cases were either a M nnesota resident
where the accident took place in Mnnesota, or there was
as big M nnesota connection, much more so than in this
case with M. Duron.

M nnesota has got really no interest, Your
Honor in encouraging this kind of forum shopping. Look
at the Jepsom case. In that case, a M nnesota resident
engaged in an autonobile insurance contract in North
Dakota for vehicles registered in North Dakot a.

And when he didn't |ike North Dakota's
application of insurance |aws that prevented stacking of
policy benefits tried to argue M nnesota | aw shoul d
apply. And he basically made the argument M. Duron and

Plaintiffs make, is that M nnesota should have an
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interest in seeing that | am properly conmpensated. The
M nnesota Supreme Court absolutely rejected that and
said we have got no interest in encouraging people who
don't like the rules and the recovery they get in their
resident states, with Iittle connection to M nnesot a,
forum shoppi ng.

Now, to the extent this Court may find that
M nnesota does have sone vestigial interest in applying

its laws, and | don't think it does, California's

interests massively outweigh them | f you |l ook at it,
M. Duron was a lifelong California resident. Hi s
device was prescribed in California. It was inplanted

in California, it functioned in California. Any
statements or representations allegedly made to him or
his prescribing physician were in California. Hi s
doctor was in California. It was explanted in
California. And any alleged damages that occurred, if
t hey occurred, happened in California.

As a result, cases |like this have held that
where a product is manufactured in one state and
di ssem nated through prescriptions, i.e., usually
medi cal drug cases, the state with the real interest is
the state of the residence. It is the state where the
medi cal device is prescribed, used, ingested, where

injury happens. That is the Vioxx case, the Blain -v-
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SmthKline, and the Roe -v- Hof f man-LaRoche case. Al |

of those cases | ook, and they find that the relationship
is centered in the state of the residence of the people
who used the product. That is where the injury-causing
conduct occurred. That is where the place of injury
occurred, and that is where the interest of comty and
interstate interests favor applying the | aws of the
state where the people lived, where they really used the
product, where the product either works or doesn't.

Even if you try to apply the M nnesota Lefl ar
factors, the sanme result happens, Your Honor. The first
Leflar factor, and I will do these very quickly because
the Court is well famliar with them Predictability of
results. The Jepsom case enphasized that. Just like in
the Jepsom case, predictability of results and the
parties' reasonabl e expectation indicate California | aw
shoul d apply.

M. Duron never had any idea when he was
getting his device that he was subjecting hinmself to the
| aws of M nnesot a. He didn't even know it was a Gui dant
device. And if he did, he never would have know t hat
Gui dant is a M nnesota corporation. He got it down the
street at his local doctors, used it in California, and
expected California | aw woul d apply.

How do we know? He filed his first case in
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Cali fornia,

products nat

obviously. Guidant, conversely, markets its

ionally. Gui dant is fully aware of the risk

that if something happens, it may be haled into court in

any of the f

Ifty states in which it sells its products.

Gui dant does not necessarily expect it to have M nnesota

| aw govern all of its clains.

Second Leflar factor, the mai ntenance of an

interstate order. Again, | think that goes back to the

forum shoppi

ri ghts that

ng i ssue and California's |arge substantive

woul d be inpaired were M nnesota |law to

di spl ace them

Now, this is

Cabr aser tal

i dea of what

Three, sinplification of the judicial task
interesting because this is an MDL and Ms.
ked about that. | frankly disagree with her

woul d benefit and nove this litigation

forward. She believes that applying M nnesota | aw woul d

be nore usef

ul .

In an MDL context, Your Honor, as you well

know, the goal is to get these cases trial ready and

send them back, remand them All of the cases, except

for the ones originally filed in M nnesota, they are

goi ng back t

o their states. They are going to be tried

and resol ved under state | aw. It doesn't advance the

ball, | submt, to artificially engraft M nnesota | aw on

to these cases that if not for the accident of venue




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

88

transfer would never have been in M nnesota. It is much
more realistic, much nore useful and much more hel pful
to the parties in evaluating these cases, to try them
under the real law they would be tried on if they were
remanded. That is going to advance the ball and advance
t he purposes of these representative trials and this MDL
much, much nore.

The final Leflar test is government al
interest. And again, we have covered this. M nnesot a
has little to no interest in applying its law to a
lifelong California resident injured in California for a
device prescribed in California, explanted in
Cal i fornia.

M nnesota sinmply doesn't have nmuch of a dog
in this particular fight. To the extent it does, and
Plaintiffs may argue that M nnesota's Consumer
Protection Laws require the vindication of regul ation of
Gui dant, | want to |leave the Court with this thought.
M nnesota's Consumer Protection Laws are Private
Attorney General's rights that allow the enforcenment of
public interests. Were this one case sitting alone, |
would like to say Plaintiffs m ght have a better
argunment .

However, there are many cases both sitting in

this MDL and down the street in front of Judge Leary in
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whi ch rea

M nnesota Plaintiffs are advancing M nnesota

Consumer Protection Clains.

To the extent Guidant's conduct needs to be

brought to the fore or needs to be regul ated through the

application of Consumer Protection Statutes in

M nnesot a,

t hat . So,

ot her cases are nmuch nore appropriate to do

M nnesota's interest in having its Consumer

Protection Acts applied to this factual scenario would

not be frustrated if they weren't applied in this

particul ar

ot her s.

case. They are going to get applied in

And as this Court knows, and | don't need to

rem nd anyone, this litigation has not exactly fallen

under the radar of public attention thus far. Peopl e

are well aware of it.

Finally, that is about all | have got to say,

a couple takeaways. | think California law clearly

applies.
test, Your
par anount .

test, Your

| think under California' s interest analysis
Honor, California's interests are clearly

| think even under M nnesota's choice of |aw
Honor, California | aw has got to apply.

If the Court has any specific questions, |

woul d be happy to answer them

THE COURT: \What is the -- I'm not suggesting

that the answer to this question should or does control
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t he exercise of the Court's discretion, but what is the
most unfair aspect or prejudicial aspect of an
application of M nnesota law in the Duron case, or cases
like it? Because even though some cases got here
differently than Duron in the first group of bell wether
cases, what is the most adverse effect of a ruling Iike
t hat, versus California |aw, on your client?

MR. CARPENTER: Are you tal king about the
specific context of this trial or on a macro |evel, Your
Honor ?

THE COURT: Well, both. It is a good
comeback, because | don't think I was clear; but, both,
both, | guess.

MR. CARPENTER: On a macro level, it puts
Guidant in a really difficult situation and any other
defendant in an MDL of allowi ng plaintiffs to basically
pi ck whatever choice of -- whatever |aw they want
applied. They can have either, whether they originally
filed it under Ms. Cabraser's theory, or the |aw of the
forum state -- or the |law of the transferee MDL court,
whi chever suits them best.

So, basically, they are not fettered. They
have an option of choosing whichever they |ike best, and
t hey could probably under Ms. Cabraser's theory reverse

course at various points and argue alternatively, which
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create huge headaches for the court and really
di sadvant ages def endants.

| don't think anyone would argue that
Gui dant has got an anal ogous right to require a master
complaint to be filed to have cases transferred over
here, and then to say to Plaintiffs: | am sorry.
know you filed this case under W sconsin |l aw and you
have these W sconsin claims. We want to apply M nnesota
| aw. And because we are an MDL, and there is a master
conplaint, we are going to do that.

By the way, maybe M nnesota law is much
wor se and your claim are dism ssed, where they would
have survived under W sconsin | aw. It is a patently
unfair, uneven and intellectually -- it doesn't make any
sense with the reasons underlying Erie.

In the specific context of this case, it is
hard to say. For instance, M nnesota |aw prejudices
Gui dant because California will not allow under
Rest at ement, Comment k, strict liability design clains
agai nst manufacturers of nmedical devices. That is a
very clear difference that really prejudices ny client.
| think --

THE COURT: Well, | acknow edge in the briefs
you set out, and the two of you don't agree on -- they

have singled out two counts in the Conpl aint where they
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feel there is a conflict. You have singled out
significantly more than that. So --

MR. CARPENTER: Yeah, | do think there are
di fferences, Your Honor. Some of them may very well be

di spositive.

THE COURT: Thank you

MR. CARPENTER: Thank you, Your Honor.

MS. CABRASER: Very briefly, Your Honor.
"1l make no more comment, then, just facts and the | aw.

The difference here that in all of the cases,
ot her MDL cases that have been decided, is that we are
dealing with an operative pleading that is not an
addendum to a master conpl aint. M. Duron did not file

an addendum to a master conpl ai nt.

Now, the Plaintiffs fact sheet, it is not an
adm ni strative document, it is a conpl aint. It was
filed in the District of M nnesota. It demands a jury
trial. It has its own number, and paragraph one of the

device recipient, the Plaintiff's Conpl aint by adoption
says, Plaintiff Leopoldo Duron, Junior, states his

cl ai ms agai nst Defendants indicated bel ow as foll ows,
and incorporates by reference the relevant portions of
the Master Complaint. And this is a very specific

Conpl ai nt . It picks out specific clainm and sections of

the Master Conplaint that it adopts, incorporates by
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reference,

Dur on won't

and Mr. Duron's original Compl aint. Mr .

be going back to California. He doesn't

have a transferred action. He has a District of

M nnesota acti on. By choice, the same choice that

anyone coul
agai nst Gui
compl ai nt i

compl ai nts

d make, because venue is appropriate here
dant to file that conplaint as their first
n the first place. He doesn't have two

t oday. He has one conmpl ai nt. He has this

one. He is not going to be remanded. He i s not going

back. He i

s here for trial. And that is why the

M nnesota Choice of Law Doctrine governs the choice of

| aw determ

nation of his claim

THE COURT: Of course, that, in not going

back, separate fromthe Complaint -- it probably doesn't

answer the

guestion, because in any change of venue

case, the case never goes -- in a non-MDL setting, the

case never

goes back.

I n other words, if you transfer the case here

in a non-MDL setting, | may have to apply California

| aw, but knowi ng the case isn't going back. You are

sayi ng, wel
t he nature

reason why

|, that may be physically the fact, but it is
of this Conplaint that creates -- is the
it is not going back.

MS. CABRASER: That is correct, Your Honor.

THE COURT: He chose to file his Conpl aint.
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MS. CABRASER: That is correct, Your Honor,

he chose to file here. In Vioxx there was a Master

Conpl ai nt that never applied to individual claimnts.
The individual claimants didn't refile in the ML
District. They have al ways retained the option of going
back.

So, the difference this makes is that it
requires the application of the forum state's choice of
| aw criteria, which would be M nnesota's. That doesn't
answer the ultimte question as to which state's | aw
apply. We sinply flip the takeaways that you saw on the
screen from Guidant, just flip Mnnesota and California.
Under either M nnesota and California choice of |aw
anal yses, M nnesota has the greatest interest. Its
interest would be nmore inpaired if its | aw were not
chosen. And we say that not sinply because we are in
M nnesota and it is a M nnesota corporation, but
M nnesota courts, including most recently Judge
Mont gomery's decision in the Mooney case cite the United

States Supreme Court case, the CTS Corporation case.

And you see M nnesota courts cite this over and over
again for a fundanmental proposition with respect to
choice of law. And that is the state in which a
corporation is headquartered and in which it is doing

busi ness and in which it is engaging in the relevant
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conduct has a, quote, substantial interest in preventing
the corporate forum from becom ng a shield for unfair
busi ness dealing. That is the primary interest.

M nnesota has it, here. It would have it
under either state's choice of law rubric. And it would
| ead to the sanme appropriate result.

The other thing I wanted to mention about the
facts is that every one of the slides you saw in our
opening fact presentation, and | think every one of
those slides that is in the booklet, that you m ght not
have seen, with the sole exception of the picture of Leo
Duron, every one of those is a Guidant document that
comes out of M nnesota. That is the Plaintiffs' case in
t he Duron case. It is a Mnnesota case. It is nmost
appropriate to try it under M nnesota | aw.

So, what ever has happened in our MDL's and
however little guidance we may have in this post-Lexicon
wor | d, what has happened in this case with respect to
t he pl eadings that were filed, and the outcome with
respect to M. Duron is that it is a District of
M nnesota acti on.

| think that my argument would be nuch harder
if that were the only reason, and if it were an
arbitrary reason that M nnesota |aw would apply. But ,

our real point here is the same point that Guidant is
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maki ng. We just disagree on the outcome. \Whether you
apply M nnesota or California choice of law rules, if
you | ook at the respective interests of M nnesota and
California and the conduct at issue in this case, and
you conmpare the two, whether you are dealing with the
conmparative inpairment test from California, or the
choice influencing factors test from M nnesota, the
choice of M nnesota |law arises or enmerges as the
appropriate choi ce. And | think that is nost

predi ctable from Guidant's point of view.

Woul d we be horrified to proceed under
California | aw? Absolutely not. W think California is
good law for the Plaintiffs in this case.

Does it make more sense for all of the
reasons we indicated to apply M nnesota |aw? W believe
it does. Thank you.

THE COURT: | will give you the | ast word,
M. Carpenter, if you want it.

MR. CARPENTER: Thirty seconds is all that
is required, thanks.

One thing | wanted to point out in M.
Duron's Amended Conpl ai nt addending to the Master
Conpl aint, even in that he checks Count 7, California
Unfair Deceptive Trade Practices Act. Even at that

point he is still claimng California |aw applies to his
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clai ms. | think that is very inmportant.
Number two, | don't think the cases indicate
that filing a different conplaint or an anmended

compl ai nt or anything you do after transfer, pursuant to
venue transfer can really change choice of law. And in

our PowerPoints | ook at the In re: Ski Train Accident

MDL. | think that is very dispositive.

In those cases you had cases originally
filed in one district, transferred to the Southern
District of New York, pursuant to an MDL. A
consol i dated master conpl ai nt was done and even anmended,
and the court agreed for purposes of determ ning what
counts were in play, we are going to |ook at the master
compl ai nt . But, the plaintiffs in that case said, let's
re-eval uate choice of |aw because we have added new
parties pursuant to the master conmplaint. The court
said, no. The original complaint is filed and the
transferor court is what determ nes choice of law. And
| think those are dispositive of what is going on.

And | think so is Judge O Malley's opinion

in the Welding Rod Funes deci sion. | f you | ook at her

Order of August 26, 2006, which | happen to have with
me, Judge O Mall ey, although she is doing representative
trials says what she is trying to do is she wants a

broad variety of diagnoses, plaintiffs' attorneys and
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applicable states | aw. Clearly, Judge O Mall ey doesn't
believe that nmerely having a master conmplaint and trying
cases changes the applicable choice of | aw.

She recogni zes that you want a bunch of
different states |aw. That advances the ball and is
much more representative. So, | think that is a good
example, and | think that demonstrates why Guidant's
approach to this makes nore sense, Your Honor. Thank
you.

THE COURT: We are going to take the recess,
but you kind of bolted up out of your chair, Ms.
Cabraser. Was | just imagining things or --

MS. CABRASER: | really think I did that.

THE COURT: Bolt m ght be an overstatenent by

MS. CABRASER: And | was taking no unbrage,
it was because | forgot to mention when it was ny turn,
and it is no longer my turn. And we will submt for the
Court's conveni ence a copy of the Duron Conpl aint that
we were all talking about.

It does check a box for the California
Statute, which is Count 8. It also checks a box for the
M nnesota Statute, which is Count 9, incorporates the
al |l egati ons of the Master Conmplaint with respect to that

count, which are the allegations set forth in great
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detail under consumer |law. They go on from paragraph
327 to 339. It is something that you need to see rather
t han hear about. And we will submt -- we will submt
that in a formthat you can take a look at it.

THE COURT: Al'l right.

MS. CABRASER: The point is that what emerges
fromthe context of these two documents is clearly an
el ection by the Plaintiff to be here under M nnesota | aw
in trial.

THE COURT: You just didn't get up just now,
M. Carpenter, but if you would like to finish up before
we - -

MR. CARPENTER: Your Honor, it has got to end
someti me.

THE COURT: Well, it's inportant issues. For
t hose of you who just came into the courtroom we
haven't recessed since nine, so let's come back in at
11: 30, then I would suggest, absent some unintended
interference with the schedules you have over the noon
hour that we would take an hour from 11:30 to 12: 30 and
come back, unless we need an hour and fifteen m nutes.

MS. GERNON: You mean 12: 30 to 1:307?

THE COURT: | mean 12:30 to 1:30, sorry about
that. That would be difficult to do that. And then one

thing -- we can go off the record, and you can certainly
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stand up if you want to stretch.

(Di scussion off the record.)

(Recess.)

THE COURT: You may be seated, if you wi sh.
Now, | will assume, whether it is fromthe Plaintiffs'
side of the aisle or Defendant's, whether you have any
new associ ates or summer associates here with you today,
you are free to introduce them So -- and usually, if
you tell me that, | try to say sonething real
compli mentary about the supervising attorney, so --

MR. PRI CE: VWhet her it is true or not.

THE COURT: Well, no, you said that, M.
Price, | didn't.
We can proceed with the next nmotion. | think

we switch gears here to Gui dant.

MR. CARPENTER: Thank you, Your Honor. The
next motion up for consideration is Guidant's motion to
dism ss Plaintiffs' Consumer Protection Claims. And I
wi Il endeavor to slow down during this argument, so as
not to make the Court Reporter crazy. Thank you.

And | think this is a fairly straightforward
argument, Your Honor, so | am not going to spend
probably the whole 20 m nutes on it. Our first argument
is that regardl ess of whether you are tal king about the

M nnesota Consumer Protection Claims or California's,
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M. Duron has real standing problenms under any of them
The first argument is sinple. M. Duron's clainm under
t he Consumer Protection Statutes are derivative of his
ot her cl ai ns.

I n other words, it is all based on the same
all eged liability contact, and his failure to warn,
strict liability, negligence claims, and to the extent
because those claims fall for various reasons, so too
must the liability for his consumer protection clains.
| won't bel abor that point further.

| think the real issue with the California
and the M nnesota clains is standing. First of all,
under the California CLRA, the main problemis that M.
Duron failed to file the appropriate notice of intent to
sue. The CLRA statutorily requires that an individual
who is going to file a suit for damages under the CLRA
has to, 30 days ahead of time, send by certified
registered mail a notice of intent to sue letter |aying
out what his problemis, what relief he would |iKke. It
is intended to facilitate pre-litigation resolution of
these issues and it is mandatory. It is strictly
enforced by California courts.

Now, we got this, a notice of intent to sue
| etter, but we got it about 25 days ago, about a year

and a half after M. Duron filed his original Conplaint
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and about seven and a half nonths after he filed his
amended addendum to the Master Conplaint. The case |aw
is clear, that has got to be filed in advance. That is
i neffective. Really, the only effect this has is as
somet hing of an adm ssion by Plaintiffs' counsel that
they didn't do this properly the first time.

California law is very clear. Cases
consistently, Court's consistently dism ss cases for
failure to comply with this pre-suit notice requirenment.
Plaintiffs' point out one case, an unreported case

called Deitz in which the plaintiff was let off the

hook. It is a very different case and its facts really
don't apply.

In that case, the Plaintiffs' claimwas
al most entirely for injunctive relief. And under the
California statutory system you don't have to give

notice of intent to sue under the CLRA for just an

injunctive claim This case, and in that case, the
Court said, well, you allude to damages, but you are
al most all injunctive relief, so we are going to give

you a mulligan on that one.

In this case, M. Duron's claimis all about
damages. | don't think there is an injunctive claimin
any of his Conplaints. And if there is, it is certainly

not for dom nant cause of action. Clearly, M. Duron
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failed to comply with the CLRA's notice provision. I n
his case his CLRA claimshould be dism ssed,
accordingly.

Second of all, M. Duron |lacks standing to
sue under the CLRA because Gui dant already renmedi ated
the all eged wongs. The CLRA, Section 1762 provides
that if, after you get the notice of intent, the
def endant gives the appropriate correction, repair,
repl acement or other remedy, then the Plaintiff has no
standing to sue for damages.

In this case, it is undisputed that Guidant
provided a free replacement device. Now, Plaintiffs say
there may be an issue of fact as to whether that was an
appropriate replacement. | don't think so. And we know
t hat because it was prescribed by a medical
prof essional, Dr. Singh. So, there really can't be any
argument as to whether that was an appropriate
repl acement or not. Clearly, M. Duron |lacks standing
under the CLRA for that reason, as well

Three, M. Duron | acks standing under the
CLRA because he's not really a consumer within the
meani ng of that statute and prescription inmplantable
medi cal devices as regulated by the FDA really aren't
consumer goods, as defined by the CLRA.

Now, the CLRA clearly applies only to
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transactions for the purchase or | ease of consuner
goods. As all consumer protection statutes, this is

i ntended to remedi ate unequal bargai ning power and to
control unfair and sharp practices in the sale of goods.

It is important to note that it makes no
sense to apply a consumer protection statute like this
to the context of a regulated medical device that you
can only get froma |earned intermediary physici an. You
have got to go to an el ectrophysiologist in order to get
this device prescribed for you. It is not an
over -t he-counter situation.

And M. Duron is clear in the record that he
had no input into this; he didn't select it. He didn't
even know he had a Guidant device until much |ater after
the fact. That is not his fault. That is very typical
of how these devices work. The doctor makes the
deci si on.

So, if you look at it, the policy reasons
for applying the CLRA to a claimlike this just don't
apply. And if you | ook at other states' |aws, and |
will concede, there is no law -- there is no decision in
California directly on point saying that for purposes of
the CLRA a medical prescription device is or isn't, but
ot her states have found that, that these devices are not

covered by their anal ogous consumer protection |aws.
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And if you | ook at anal ogous federal statutes |ike the
Consumer Product Safety Act from which statutes |ike the
CLRA were derived, they clearly in their definitions
explicitly define out medical devices as regul ated by

t he FDA as not being consumer goods.

I n addition, California |law in cases have
explicitly found medi cal devices prescribed by
physicians are not consumer goods under the
Magnuson- Moss Act. And that is very persuasive because
t he Magnuson- Moss Act defines consumer goods exactly the
same way the CLRA does. So, | submt for that reason
al so, Mr. Duron does not have standing as a consumer,
purchasing a consumer good to bring these cl ains.

Let's tal k about M nnesot a. Dependi ng on
what choice of law is ultimately applied, M. Duron
| acks standing to pursue his claim under the three
M nnesota Consumer Protection Statutes. First of all,
he brings clainm under the Deceptive Trade Practices
Act. That statute only provides a private right of
action for injunctive relief. He i s not seeking
i njunctive relief. He wants noney. He wants damages.
He has no standing to pursue that.

Second of all, M. Duron can't bring a cause
of action under the M nnesota Fal se Advertising Act.

That Act only applies to false advertising in the state
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of M nnesota. There is no evidence M. Duron ever saw
any advertising by Guidant in M nnesota. Actually,
there is no evidence M. Duron ever saw any adverti sing
by Gui dant, period, until after his device was already
i mpl ant ed.

There is no evidence M. Duron has ever been
to Mnnesota. Clearly the cases construing the statute
make it clear you have to see the all eged false
advertisement in the state of M nnesota to have a
standi ng to sue.

M. Duron does not. That claim should be
di sm ssed. Then you get to M. Duron's Prevention of
Consumer Fraud Act claimunder M nnesota. And we talked
about that some. We talked about all of these issues in
the context of the PP argument, so | am going to try not
to retread that ground, the Court is well aware of
t hese.

But, the Consumer Fraud Act is basically a
private anal ogous attorney general right where an
i ndi vidual can bring a suit to vindicate the M nnesota's
public interest.

Now, |I'd submt that under cases like Ly -v-
Nystrom you have to ask yourself, would the M nnesota
Attorney General have jurisdiction and authority to

pursue this action? The answer is no, neither would a
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private litigant like M. Duron. And | think for all of
the reasons we pointed out in the choice of |aw issue,
this is a California issue. And | can't concede that
the M nnesota Attorney General would be advancing M.
Duron's cl ai ms.

So, for that reason, | believe it is outside
standing for a California resident injured in California
as a result of a California transaction to bring this
claimunder this particular consumer fraud provision.

I n addition, this provision only applies to
cases brought for the public benefit. There is a |ong
line of M nnesota cases defining what that is, but the

| ong and the short of it is, cases |ike Evangeli cal

Lut heran Church indicate, where it is just a private

recovery action and it is just an action for one
l[itigant to get money, conpensation, that is not a
public benefit.

Furt hermore, cases |li ke Behrens -v- United

Vacci nes indicate that where the subject of the
[itigation is a product that has already been recalled
and removed from the market, there is no public benefit.
Remenber, that was the m nk di stenper case, which is

al ways interesting. So, | think for all three of those
reasons, M. Duron | acks standing to bring him any of

those three M nnesota Statutes.
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Whi ch brings us to his senior citizen's
cl ai ns. Clearly, M. Duron chronologically qualifies
under either California or M nnesota, but the senior
citizen's clainms are supplemental and derivative of his
freestandi ng consumer protection claims. And because
those clainms fail, so do his senior citizen clains.

I n addition, Your Honor, | think it is
i mportant to enphasize that there is no evidence here
t hat woul d all ow any reasonable jury or the Court to
find that Guidant commtted unfair or deceptive acts
within the nmeaning of the M nnesota Statutes, within the
meani ng of the CLRA in California, within the nmeaning of
the UCL in California. And | won't bel abor these. I
think M. Pratt covered them adm rably, but the key
facts are Gui dant was aware of only one mal function when
M. Duron's device was i nmplanted.

At the time M. Duron's device was
i mpl anted, Guidant didn't know the root cause of that
one mal function. Guidant adequately warned Dr. Higgens,
M. Duron's physician, of the risk of random component
failure at the time, which is all they knew at that
time. Guidant never concealed the failure mechanismto
t he FDA or anyone.

M. Duron never relied on anything Guidant

said or didn't say or represented in selecting his
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devi ce. M. Duron voluntarily chose to have his device
expl anted i ndependently before talking to any medi cal
professionals. And nmost inportantly, Your Honor, M.
Duron's device never failed. It worked perfectly.

And finally, Guidant supplied M. Duron with
an adequate replacement device at no cost. | don't
think those facts are sufficient at all to support any
ki nd of consumer protection claim

Finally, I want to | eave the Court with the
argument the California UCL claims. The UCL is a
statutory unjust enrichment statute based on equitable
consi derations that allows the restitution of noney
taken froma plaintiff through alleged unfair deceptive
trade practices.

In the Korea Supply Conpany case, the

California Supreme Court held that the di sgorgement of
profits allegedly obtained by means of an unfair
busi ness practice is not avail able where these profits
are neither money taken froma plaintiff, nor funds in
whi ch the plaintiff has an ownership interest.

What is our point? Our point is that M.
Duron wasn't out of pocket anything in these
transacti ons. Hi s device was paid for. Hi s medi cal
expenses were paid for directly by insurance. Anytime

he had to take off of work, he didn't |ose any noney
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because he had adequate sick time and | eave tine.

Now, Plaintiffs say the Coll ateral Source
Rul e prevents consideration of that. But, | have never
seen the Coll ateral Source Rule applied to an equitable
unjust enrichment cause of action to generate a | oss
where there really is none, in reality, to in essence
create a loss and allow a plaintiff to actually come out
ahead on the deal, financially.

| don't think the Collateral Source Rule
shoul d be applicable to a situation like this and in nmy
research haven't seen it been used so. So, therefore, |
submt to the Court that M. Duron not out of pocket any
money fails to satisfy the standing requirements of the
UCL as having suffered an out-of-pocket pecuniary | oss
caused by this alleged unjust or sharp consumer sal es
practice.

So, in conclusion, Your Honor, | think
whet her you | ook at M nnesota |aw or California | aw, M.
Duron has serious standing problems. And his consunmer
protection claim should be dism ssed under either
state's laws. Thank you

THE COURT: Thank you. No questions at this
time.

So, do the two respective sides try to team

up so you have the sanme adversaries on each notion so we
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are going to go back to back, here?

MS. CABRASER: It wasn't planned, and it
m ght not always hold true. W try to match by hei ght,
so that it is fair.

You know, Your Honor, conmbined with the
arguments that you heard last time and which cul m nated
in your decision on the TPP claimnts not having
standi ng under the consunmer statutes because they are
not the consumers, and now it turns out the consumers
aren't the consuners, either; that really is essentially
a nihilistic argument that nullifies the consunmer
statutory schemes of both states. And it is not
warranted or justified under either state's | aw.

Under M nnesota | aw, as a number of Judges of
this District have applied it in the medical device
arena, we know the M nnesota Statute applies to the
reci pients of medical devices. That is not anything
t hat can or should be revisited as a matter of the | aw
or common sense.

And with respect to California's statute,
there is no statutory exception for medical devices in
that statute, and it is inpossible to read one in.
There is no case |law that exenmpts or accepts those
devices. What Guidant is asking you to do is make new

California | aw. It is the type of question that if it
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were in doubt ought to be certified to the California
Supreme Court for an answer, but it is simly not
justified by either the statutory | anguage, itself, or
the way the California Courts have applied the statute.
This is something that is inherently for personal use.
There is nothing more inherent, inherently personal,

t han an i nplanted medi cal device.

And if the argunent is that the sales job was
really done on the doctors, not the clients, | know we
recently submtted a supplemental authority in
connection with the warranty claim a deposition
transcript of a Guidant sales rep who says that the
recipient is the customer. They consider the recipient
to be the custonmer.

When M. Duron's recall device was expl anted,
Gui dant's sales representative was there in the
operating room M. Duron remenbers seeing his face.
That is a very direct relationship; that is a very
personal relationship. And there are many consumer
goods that are --

THE COURT: | s that Kaiser or --

MS. CABRASER: It is not Kaiser, Kaiser is
t he explant --

THE COURT: In any event, all right.

MS. CABRASER: His name is Kevin Fosdick,
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believe, and that is in our Duron fact statenment.

THE COURT: That's right, it is.

MS. CABRASER: The CLRA, under California
| aw, applies to conponents that are put into
manuf act ured goods, such as autonmobiles that are then
sold through deal ership networks to the public. So, if
you try to use any analogy to defeat the compn sense
proposition that the device recipients are consuners
ei ther under M nnesota law or California law, it fails.

These clains are stand-alone claims. They
are not derivative claims. These clains are created by
statute. They neither elimnate conmmon |law claims --
Plaintiffs aren't required to make an el ection between
their statutory clainm and comobn | aw cl ai ns. And in
many cases consunmers bring only the statutory cl aims.
They don't bring the product liability claim or the
negligence claim or the common | aw fraud claim There
are many cases in which those statutory clainms are the
only claims that are asserted by Plaintiffs, either as
i ndi vi duals or member of cl asses.

So, to say those clainms are derivative sinmply
flies in the face of the statutory | anguage, itself, for
both clainms, and the way those clains are utilized
ei ther independently or in conjunction with other

claims. They don't require personal injury. They
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require some form of econom c or nmonetary | oss or
damage, so they are independent of personal injury
claims. Sometimes they are filed in conjunction with
personal injury claim where there are physical injuries
and emotional distress injuries as there are here, but
that is not required.

Wth respect to the standing argument under
the CLRA, just assum ng arguendo that that were to
apply, rather than M nnesota | aw, Guidant makes the
point, and it is belied by the device recipient
plaintiff complaint by adoption, that there is really
only a claimfor damages under California |aw and under
the CLRA there had to be a 30-day letter preceding those
clai ms.

The fact of the matter is that M. Duron's
Conpl ai nt i ncorporates by reference, and itself asserts
entitlement to recover damages and or restitution. That
i's paragraph four. The M nnesota consumer claimthat is
adopted and i ncorporated by reference fromthe Master
Compl aint, which is set forth in great detail in
par agraphs 327 through 339 of the Master Conpl aint,
itself, sets forth the damage, the damages, as well as
injunctive and equitable relief.

The UCL claimunder California |law is an

equi tabl e/injunctive claim That is the di sgorgement
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unjust enrichment claimthat doesn't require a pleading
or proof of damages, and it is not bound by the CLRA
30-day letter.

So, the fact of the matter is M. Duron did
assert equitable and injunctive relief clainm under the
CLRA. He was entitled to do that wi thout sending the
| etter beforehand. To the extent that he would be
required to send the letter before anending the
Conpl aint or going forward to assert damages, he has
done that. Gui dant has the letter. They argue about
the technicalities of that, but we think the better case

on that is the Deitz versus Concast case which we cite

in our brief. And the sequence of events here shows
t hat even under the nost Draconian and techni cal
interpretation of that 30-day requirement, he would
still have a CLRA equitable and injunctive claim which
he has asserted, and he would be entitled to amend his
compl aint on the 31st day after sending out that letter
again, if the requirement was that he send out the
| etter again via certified or registered mail. But, it
doesn't defeat his standing and it is not going to
defeat his ability to pursue that claimat trial if the
Court decides that California | aw applies at trial.

Now, with respect to the fact that Gui dant

asserts, and it is obviously a disputed material fact,
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that there is no basis for a claimunder the CLRA
because Gui dant has fixed the problem Guidant has acted
appropriately to correct the problem that is very much
at issue. The entire course of Guidant's conduct is at

i ssue.

Whet her or not the product is subject to a
design defect is very much at issue. \Whether or not it
is subject to a manufacturing defect is very much at
i ssue. \Whether these products were other than as
represented, marketed and sold, which is the operative
i ssue under both M nnesota and California statutes, is
very much at issue.

This Court is not able to weigh and sift the
conflicting evidence on that point that you have heard
this nmorning and it has been submtted to you by both
sides, and decide as a matter of law or as a matter of
fact that Guidant has fixed the problem and isn't
subject to a CLRA claimanymore. That is Guidant's
Vi ew.

Gui dant's view is they fixed the problem
They did the recall. They argue el sewhere in their
brief that M. Duron should not have availed hinmself of
the recall, and it was unreasonable for himto go in and
el ect replacement surgery and get it. But, for purposes

of the consumer claim they say that fixed the problem
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And by the way, the device didn't fail. Well, it was
never called upon to work. And what that device | ooks
li ke after explant, you saw it this norning, is a device
that is flawed by a mani fest manufacturing defect with
the wire and the tube touching, that is an arc waiting
to happen. That is a failure waiting to happen.

That is a defective device. And we will dea
with that later in the day under either state's | aw.
And it is not just that M. Duron got |ucky for
litigation purposes and unlucky in |life, because it so
happened that the device explanted from him exhi bited
the very manufacturing defect we have been tal king
about .

As we note in our fact subm ssion, Guidant's
own exam nations reveal that 73 percent of the Prizm 2
devi ces have the manufacturing defect, where the
feedthru wire rests directly against the backfill tube.

M. Duron, very unfortunately for himand for
the majority of the Plaintiffs in this case was not an
exception. He had a device which was very much the
opposite of what it was represented and sold as, and
what the doctors were told it was and what the doctors
told their patients it was.

And t hat process denonstrates both standing

and the factual predicate which is at this point in
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di spute for a consumer claimunder either statute.
Nei t her M nnesota nor California has a privity
requi rement in their consunmer statutes, and that is
effectively what Gui dant has been arguing to you this
mor ni ng. But, that is not a requirenment. It is not in
either statute, and it has been rejected by the case
| aw. The exception for medical devices is not in either
statute, and it has been rejected, specifically by the
case law in M nnesota, and it has certainly never been
decided in California that medi cal devices were not
consumer goods and were beyond the purview of the CLRA,
or the UCL. The UCL, by the way, deals with practices
and courses of conduct and can involve any type of
ei ther a product or service.

And by the way, yes this is a heavily
regul ated industry, or at least it is supposed to be.
And the FDA tries probably the best it can to keep track
of what is going on and to regul ate Gui dant. But, the
FDA al so says the consumer fraud clains aren't
pre-empted or exenpted. 808(1)(d)(1), the FDA has done
not hing, will do nothing and can do nothing to interfere
with the ability of consumers and medi cal devices, and
drugs for that matter, to bring consumer claim when
consumer fraud is the conduct at issue, as it is here.

Thank you
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THE COURT: Can | ask you -- | should have
asked -- it will come up again on a couple of the other
motions. We will stick with this motion for now.

|s there any -- acknow edging as the parties

in the room are aware, at |east the direct |awyers that
t he Daubert Motion is com ng down the road, we timed all
of this, | think, by agreement and deliberately the way
it has been.

Do any of the issues you have just raised on

this notion turn on any, do you say that -- because

occasionally a lawer will say, well, the only way for
opposi ng counsel to get in the door is if this -- the
Court buys, hook, line and sinker, to use a M nnesota

phrase, the expert's opinion in this area or that area,
is there anything on this notion that -- because it wl
come up nore appropriately in some of the motions to
follow, that either side is relying on to get in the
door here on this motion, in your view?

MS. CABRASER: | can't speak for Guidant, but
| don't think that any of our argunments or facts on the
consumer claim would be dependent on the outcome of the

Daubert Moti on.

THE COURT: | am not implying that | thought
it was by asking, but | just -- because the word defect
is thrown -- not thrown around, but there is a | ot of
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di sagreenment in the record on that issue.
MS. CABRASER: Well, there is. As a matter

of California |law, Your Honor, neither the CLRA nor the

UCL requires the demonstration of a defect. They are
not product liability statutes, although they often crop
up in a product liability context. And the California

courts have held repeatedly that when a product, a
product is actionable under the consumer statutes when
it differs in quality, characteristics, kind, degree, et
cetera, fromthe way it was represented to be. And that
does not necessarily mean that you need to prove a
defect, as you would in a probably liability case.

THE COURT: Thank you. Wuld you like
rebuttal, M. Carpenter?

MR. CARPENTER: One m nute.

THE COURT: Al'l right.

MR. CARPENTER: | think it is important to

clarify the Plaintiffs' reliance on the Deitz case is

I nappropri ate. Number one, it is now line the vast
maj ority of these cases just dism ssed the CLRA cl ains.
That is the only one |I have seen that even gave a second
chance.

Second of all, in that case it was al nost
all injunctive relief and al nost no damages. Even if

you believe that M. Duron does really seek some
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injunctive relief -- and what they are seeking is
equitable relief, restitution. That is not an

i nfjunction. An injunction is stopping a procedure,
maki ng a defendant stop doing sonething. Even if you
believe there is some |level of injunctive relief, it is
predom nantly damages. | think they would admt that.
Therefore, the CLRA claimshould be dism ssed.

The adequacy of the replacement device. Ms.
Cabraser tal ked at | ength about various issues she
t hi nks are factual issues. None of those matter if the
devi ce was adequately replaced and a proper replacenent
device was given. That trunps all the attendant
liability issues that m ght otherwi se have to be
resol ved under a CLRA.

So, | think the points she raised really
don't go to that issue. And as |long as Gui dant
adequately replaced his device, what she identifies as
potential factual issues, you never have to get to and
they just aren't relevant.

Finally, Ms. Cabraser points out or argues
that California has rejected the idea that a
prescription medical device can be a consumer good.
California hasn't rejected that idea. It just hasn't
rules explicitly one way or another yet in the context

of the CLRA. And as | said in my argument, | commend
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the Court t

cont est of

o California's analysis in the status of the

t he Magnuson- Moss Act.

| obviously disagree with

Ms. Cabraser's

poi nts about the defect waiting to happen. | think the

key is, if
what you tr
wrong with

Moel | er on

your device works and never

failed, you got

ansacted for. And there is nothing unfair or

t hat transacti on. I will |

eave it to Ms.

the No Injury Motion for Summary Judgment to

further flesh that concept out.

day is, if

And | think our end point

you have got a fully functi

free replacement, nothing unfair about

Your Honor.

Thank you.

at the end of the
oni ng device and a

t hat transacti on,

THE COURT: Wbuld you like the |ast word, Ms.

Cabraser, on that?

t hat there

t hat the Def endant

MS. CABRASER: Ot her t han

is no California case that

to say, Your Honor,

supports the point

can unil aterally deci de whether or

not its action in response to a CLRA demand is

appropriate or sufficient. The st at ut

and all, resulting in actual damages.

if there ar

e provides for any

So, for exampl e,

e damages, | oss of use, |ost wages, while you

are waiting for something to be fixed,

in connecti

repl acenment

on with getting it fixed --

wasn't free to M. Duron

damages and costs
for example, the

it wasn't free to




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

123

Kai ser, there was costs involved, there was |ost work

i nvol ved, there were | ost damages, there were physical
injuries and conplications involved. All of those had
an econom c i npact. None of those were paid by Gui dant
in connection with its replacement of the device. The
device, itself, may have been offered free of charge;
but, in the process of availing himself of that

repl acement device on medical advice, M. Duron | ost
work, paid directly or indirectly for medical treatnment,
hospitalization, physical damages, et cetera, all of

whi ch have an econom c inmpact, and all of which we need
to prove at trial, and all of which will be eval uated by
the trier of fact.

And it is for the trier of fact to determ ne
whet her under the statutory | anguage of the CLRA Gui dant
did in fact step up to the plate and fix the problem
such that M. Duron hasn't been ignored in this.

THE COURT: Do you want to put an exclamation
poi nt on that or something other than that, M.
Carpenter? It is up to you.

MR. CARPENTER: It has got to end someti me,
Your Honor .

THE COURT: \Why don't we -- | am flexible,
here. But, it seens to me, given where we are at,

rat her than begin the next one, which we can do, we can
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t ake our hour and five m nutes or so here so by the tinme
you roll out you get the full hour. So, if you get back
here at -- and | don't have to -- we can make it 12:30
if somebody wants to | eave the building or make it

12: 20.

MS. HOLLOWAY: 1:207?

THE COURT: | don't know how concerned you
are about your time. Pardon?

MS. HOLLOWAY: 1: 20 or 1:30, you meant.

THE COURT: Oh, yes, yes, that m ght give us
five mnutes, thank you.

MS. HOLLOWAY: We are fast eaters.

THE COURT: \Why don't we shoot for 1:25, and
then we will go until we are through? The only reason
to go forward with another notion now is |I have found
t hat when you run them -- whether it is in |limne
moti ons or dispositive motions -- when they are grouped
t ogether, there is a wear-down factor, so the argunments
get shorter during the day, as the day goes on. That
may not apply to a couple of these.

MR. PRI CE: They also get closer in proximty
to lunch, or shorter in proximty to |unch,

THE COURT: So, nobody will be in here over
t he noon hour. You are free to stay in here. W will

stand in recess until 1:25, if that is agreeable to
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counsel. All right?

And if you want an inquiry to either Any or
Dani el | e about those three cases or what rolled in here
yesterday, they could probably tell you right now. You
may be aware of what they are. So, if we talk about a
way to handl e those as the next few weeks go by -- |
don't know if you have a question or not. So, all
right?

(Noon recess.)

(I'n open court.)

THE COURT: Thank you. You may be seated.
Whenever you are ready, we can proceed.

MR. PRATT: Ready, Your Honor?

Good afternoon. We are here on the next
motion, Guidant's Motion for Summary Judgment on the
grounds of Preenption.

A lot has been written on this, Your Honor.
| " m watching the time very carefully, here, and 20
m nutes on presunption is a bit of a challenge. 20
m nutes to cover all that has been done.

There may be a | ot of discussion about how
much or what the scope of preemption is, but I will tell
you, it has got to mean somet hi ng. Preemption is a real
thing. And we have a 125-page Master Conpl aint here

involving allegations that there is something wong with
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the Cl ass 3, FDA-approved medi cal device. And the
Plaintiffs say that not a single claimin that claimis
preenmpt ed. | think they are wrong.

Before getting into sort of a detailed
di scussion, | want to spend a m nute tal king about two
t hi ngs: One, the policy behind it; and two, kind of
what is going on here on this notion in this courtroom
by the Plaintiff.

The policies are clear. | mean, we see it
when we see the Brooks case in the Eighth Circuit when
they talk about there is a need for national uniformty,
whi ch means that you can't have the Federal Government
saying, do this, and state juries and state agencies and
| egi sl atures saying do something different, or do
something in addition to it.

You see it when you take a | ook at what the
FDA, itself, has said when it says the state common | aw
tort actions encourage second-guessing of the bal ancing
of benefits and risks of a specific device. They don't
want that.

The FDA has repeatedly said that is not the
role of the state court common |aw system We see it in
t he Buckman case, when it says that FDA clainms have also
caused applicants to fear that their disclosures to the

FDA, although deemed appropriate by the FDA, will |ater
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be judged insufficient in state court.

Those are the policy considerations built
into the congressional |aw that says that states,
including state court juries cannot impose on
manuf acturers |i ke Guidant requirements that are
different or in addition to what the FDA requires.

Nati onal uniformty, no second-guessing.
What is going on here? Lots of words through all of
this, Judge, lots in their briefs, lots of allegations,
but the bottomline is sinply, Guidant did nothing
Wr ong.

We violated all kinds of FDA regul ations, we
shoul d have used a different design, we manufactured it
wrong, we should have given different warnings at
different times, everything they say is a requirenment
they are trying to inpose that is in addition to or
different from what the Federal Government has required
Gui dant to do with respect to the PRI ZM 2.

And there is a reason for preenption. And
the reason for preenmption is because of Suzanne
Pari si an. Suzanne Parisian worked for the FDA back in
the 1990's. She is now a well-paid plaintiff's expert
t hat goes around the country doing what she did in this
case, which is to take a | ook at a medi cal device

manuf acturer's situation, go through and prepare a 30,
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40- page report saying, they violated FDA regul ati ons.
They didn't meet my expectation and my standards of what
shoul d have been followed. She creates her own
standards and then she says the company didn't honor her
standards. The point is, the FDA hasn't agreed with
respect to any one of these opinions. So, if you are a
medi cal device manufacturer |ike Guidant and you have
got FDA approval, the point of preemption is that you
don't have to go get a check off from people |ike
Suzanne Parisian to make sure you don't get

second- guessed down the road. When the FDA has made t he
determ nation, as they have with respect to the PRIZM 2,
that this is a safe and effective device. They | ooked
at all of the information and material that the conpany
set. That ought to be enough. W ought not have to
follow a Parisian checklist. And this is what the FDA
said, they even said in a Tennessee State Court action,
that in this respect, Parisian is wong. The FDA is
even di sagreeing with her. Now, that is a point to be
made.

The second point is to be made, why in the
world are we in the Tennessee State Court when the FDA
and Suzanne Parisian are kind of fighting over whether
the company did the right thing? That is not what

preenption is all about.
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Let me go through quickly the regul atory
approval . Gui dant submtted information with respect to
t he design, the manufacturing processes, the | abeling.
Al'l of this was submtted to the FDA. They approved it
i n August of 2008(SIC) by the way of a supplemental PMA.

The approval of that device in August of 2000
set forth the design that Guidant was required to
follow, the manufacturing process that Guidant was
required to follow, and a | abeling requirement that
Gui dant was required to foll ow.

So, the question is, what are the federal
requi rements that we are to follow? They said, well,

t hey haven't even specified them They know what they
are, because court after court after court said these
are the federal requirements. The federal requirenments
are the totality of the design, manufacturing processes
and | abeling that represent the specific federal

requi rement.

Case after case, including Brooks in the
Eighth Circuit has said just that, that when the FDA
approves a Class 3 medical device, the highest-rated
medi cal device, that the totality of that approval,
design, manufacturing, and | abeling are device specific
requi rements. And a state can't come in and say, you

ought to do it a different way on design, you want to
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manufacture it a different way, or inmpose warnings or
| abel i ng beyond those required by the FDA.

| do want to make one point, Your Honor, and
that is, | want to correct a m sstatement in our brief.
We made a statenment in our brief by m stake that the

Rattay case, R-a-t-t-a-y, was a Fourth Circuit case.

It was not. It is an opinion fromthe District of West
Vi rginia. It is going to the Fourth Circuit. | think
and | hope it will become a Fourth Circuit case in |ine

with all of the other circuits that grant preenmption in
t hese types of situations. But, that is a m stake.
Rat her than send a letter to you -- and if not, | just
t hought | would tell you right now. W apol ogize for
it.

But, when you take a |ook at the law on this,
Your Honor, you are not writing on sort of a blank
tablet on this. This is the 360k provision. You know
it. States cannot inmpose requirements that are
different fromor in addition to any requirement
applicable to this device. Devi ce-specific federal
requi rements, design, manufacture, |abeling, all
approved by the FDA.

These are the Circuit Courts that have | ooked
specifically at 360k, the preenption clause of the

Medi cal Device Amendments in 1976 to determ ne whet her
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there is preenption.

There are two forms of preenption that come
into play, here. Express preenption under 360k of the
medi cal device amendments, and inplied preenption under
Buckman. You can have one or both of them  The Guyer
case, the passive restraint case out of the United
States Supreme Court confirms that you can have both of
themin consideration with respect to the same product.
Virtually all circuits, save one, the Goodman case in
the Eleventh Circuit that | ooks specifically at 360k to
determ ne whether a Class 3 PMA-approved device is
deserving of preemption. And they have concluded, 7 of
them that the answer is yes.

| am going to go through some, because | want
you to just get a sense of sonme of the types of clains
that these circuit courts have preenmpted. Ri egel went
t hrough negligent strict liability. Horn, failure to
warn, preenpted design defect. Martin out of the Fifth
Circuit, Papike, Kemp out of the Sixth Circuit, a |ong
listing of clainms that these courts have | ooked at and
said they are preenpted and can not be pursued to in
state courts in states within those circuits.

The one back here, Mattingly is an

i nteresting case because | am sure we are going to hear

alittle bit about Judge Rosenbaum s opinion in
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Medt r oni c.

THE COURT: Oh, | am sure we are.

MR. PRATT: The Mattingly case, let ne

suggest to you, is another case in Federal Court, not in
this great state of M nnesota who | ooked at the issue
post - Brooks nost recently, 2007, and reached a
conclusion that is far more in line with what we believe
the law to be.

Found preenpti on on negligence, strict
liability, negligent failure to warn and breach of
warranty. And that was actually an inplantable
defibrillator case, as well. That, | think, is a fair
readi ng of Brooks than what we got from Judge Rosenbaum,
with due respect to him

This is an opinion of McMull en versus

Medtronic case in the Seventh Circuit that | commend to

t he Court. It is actually very close in some respects
to what we have in this case. It is a Medtronic case,
not a heart device case. It is a tremor control case,
in which the claimwas that there was a post-sale
war ni ng that was given, but it wasn't given in a tinely
fashion. They waited too |long after the inplantation to
gi ve the warning.

And the Seventh Circuit took a | ook at that

and they acknow edged that 21 CFR 814. 39 does all ow
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manuf acturers under certain circunmstances to make
temporary warnings. They have to be approved ultimately
by the FDA, but you can do that.

But, they preenpted that post-sale claimthat
t he warning wasn't timely by saying, where Federal
requi rement permts a course of conduct, as 814.39 does,
and they are trying to inpose, the state is, a
requi rement that it's obligatory, perm ssive federal
court, federal |law, obligatory state |law, then that
state |l aw on the obligatory nature of it is a
requirement that is in addition to or different fromthe
federal requirement, and it is preempted, very much |ike
the same arguments we are making here, Your Honor.

There is no question here, Your Honor, that
the conflicting state court judgnment can come in a
number of forms, but nost significantly as seen by the

Lohr case, and nore recently by the Bates case, if a

devi ce manufacturer is faced with a claimfroma state
court in front of a state court jury that would inpose a
requirement in addition to or different from what the
federal government has required, then that is clearly a

preenpted claim That is what Lohr said, that state

court jury verdicts constitute and can constitute
conflicting and therefore preenpted state court

requi rements.
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I n connection with this, there is a | ot of
tal k about Judge Breyer's two-inch wire rule.

THE COURT: There sure is.

MR. PRATT: | mean, | think it is concurring
opi ni on. | mean, it is amazing much traction that has
gotten. And his argument, simply stated, is if the
Federal governnment, let's say the FDA requires a
two-wire, and the state court jury says you should use a
one-inch wire, then that is a preenptive claim State
court, that is a different or additional standard beyond
what the FDA has. Then | listen to polyimde, | listen
to presentation that polyimde was a bad insulator, it
shoul dn't have been used.

Pol yi m de was approved by the FDA in 1992 for
this particular use. They never said that you have to

us that you have to withdraw polyim de as an insul ator

there. We are going require that. They haven't done
that. They haven't wi thdrawn their approval for that
particul ar insul ator. It is a good insulator, as

evi denced by the fact that it has been used for years
and years and years without consequence, with this
particul ar application, the rarity of the failure shows
that it is consistent with the good, |ong-term use of
it.

But, the point of it is that this is what --
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this is what Justice Breyer said about the two-inch
wire, two-inch versus one-inch. How is that different?
| f the FDA by approving our use of polyimde as an
insulator in the header, we therefore had to use
polyimde in the header as an insulator. W could
switch it to silicone, or polyurethane or whatever

whi nsi cal material we picked. W had to use polyimde.
That was a federal agency design requirement.

I|f they prove in their argument that you
shoul d have used somet hing other than polyim de, and
they want to state that to a jury here to determ ne
under state common |aw rules that you should not have
used polyimde, but that is clearly a requirement they
are trying to inmpose on the conmpany that is different
fromand in addition to the federal requirement that we
use polyim de.

So, it is very much |like the two-inch rule in
t hat respect, because the design defect clainms are
preempted here, Your Honor. The California Consumer
Expectation Test, the California Risk Benefit Test,
either one of those would require the jury to go through
the process, the very same process that the FDA engaged
inin determning if this device, this PRI ZM 2 device is
safe, is effective, and that the conpany is to follow

the requirements of design, manufacture and | abeling.
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The warning and fraud claims are preenptive
because what they are trying to do is to say you should
have done somet hing nmore than what was done in the

| abel i ng that acconmpanied this product. W said in the

| abeling that these devices may fail, essentially. I
showed you the | anguage earlier. They may fail to
deliver therapy when you need it. That is what we say.

They are saying you should do some additional warnings.
Shoul d have said somet hing specific about polyim de.
You should have said something specific about arcing.
The FDA has not so determ ned that. They have the
responsibility to do that. They had i nformation about
arcing, they had information about changes we made.
They didn't require it. So, we have an FDA-required

| abel i ng which we foll owed.

What they are trying to do is to get the jury
to i mpose on us a warning requirement that is different
fromor in addition to the federal requirement that was
i mposed on us by the approval of the PMA. The Cupek
case out of the Sixth Circuit is pretty interesting,
because it is, any claimunder state law ... a defendant
fails any claimunder state |l aw, the defendant failed to
warn patients beyond the warnings required by the FDA
woul d constitute state regulation different fromor in

addition to the FDA requirenments.
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That is exactly what they are trying do here,
Your Honor.
These are the cases, the Brooks case out of

the Eighth Circuit, Horn, Kenmp, Papike, MMl en, al

cases in which the Court preenmpted failure to warn
claims in circumstances simlar to these.

And it also extends to, as the Court in the
M tchell opinion quoted here, to the extent that a claim
of fraud through m srepresentation is an effort to
i mpose a requirement on the company beyond what the
federal requirements are, that too is preenpted.

THE COURT: So, you are probably headed that
way, but in at |east three or four places the Plaintiffs
say, well look, |ook carefully at the Judges in

Medtronic and St. Jude in your own District is, on the

risk warning issue, and preenption, our case is on all
four squares with those.

Obvi ously, one of the things that is ny
responsibility, not just in an MDL context at issue, is
to say, well, how do | distinguish those two cases? Or
is it as sinple as, well, you don't distinguish them
One or both were wrongly deci ded. Now, there are sone
nuances. | mean, Judge Rosenbaum didn't agree with the
entire holding of Judge Tunheim But -- and you don't

need to interrupt your argument, because obviously that
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is one thing that I will do, is either distinguish them

not distinguish them Maybe | will even use the

| anguage of Judge Rosenbaum where he says:

Wel |, at

| east on the portion that says -- on the footnote, |

will have to depart from my brother, Judge Tunheim or

as sometinmes he and |I do, he says, well, |

don't mean to

gai nsay my colleague in the other town there across the

river, but -- so, what do | do with those

two? | nmean,

that is the assertion by the Plaintiffs, plain and

sinpl e.
MR. PRATT: Sure, sure, and |

under st and

that. And it certainly makes | ogical sense to them

because they want you to follow what we consider to be

very aberrational rulings from Judge Tunhei m and Judge

Rosenbaum

On the Medtronic side of things, the more

recent opinion, | think it is fair to say

Rosenbaum put a | ot of weight on the fact

t hat Judge

t hat Medtronic

knew sometime in 2003 that they had a problemwith the

battery from the bench testing, did not tell the FDA

anyt hing about it. Continued to submt PMA suppl enents

to the FDA without bringing that to the attention. And

it really didn't do anything until a year

pl us, two

years |l ater, when they started getting field events.

That is a factually different

t hing than what
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we have right here in our litigation, Your Honor. We
have the February 1, 2002 report was the first report
that came in. We tal ked about that this norning. Made
t he change in April of 2002, made the change in November
of 2002. The November of 2002 change was brought to the
attention of the FDA with the annual report filed the
foll owi ng year. But, every one of these events that we
got we submtted to the FDA. We told them what had
happened to the device.

And | have one up here which is a 2003,

Oct ober 2003 MedWatch. Because the claimis we hid it
from everybody, including the FDA. We didn't tell them
about these changes. It isn't true. We told them about
t he change in November of 2002 in the annual report.

And this is just one exanmple of an MDR t hat
we sent to the FDA. We told themin October of 2003 in
connection with this report that there is this event
t hat just happened, one in the arcing of the headers of
t he PRI ZM 2.

We also said to them although the occurrence
of this failure had been very | ow, Guidant inmplemented
manuf acturing enhancenments in April and November of 2002
to correct this issue. So, we don't have a situation as

in Medtronic, factually, where we had information we

didn't share with them about the events we were
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receiving fromthe field, or we had made changes that we

simply didn't tell the FDA about. So, that is factually

a different situation.

But, you know | am not nai ve. | am not here

to try to say that Judge Rosenbaum -- that you can make

t hat sort of square opinion fit into the round whole

that we are creating for
was right with respect t
constitute device --

THE COURT:
Judge Tunhei m

MR. PRATT:

you. Hi s approach to it, he

o the PMA approval did

And that is way he departed from

He departed from Judge Tunhei m

Beyond that, you know, he made some passing reference to

maybe they | ost their approval with the recall. There

is no evidence regul ator

y, or legal, or otherw se for

t hat . He didn't rule on that, he made a passing

reference to it.

Hi s approach to it in terms of how the

wi t hhol di ng of informati

cost the company preenpt

on fromthe FDA in that case

I on. | don't think you can fit

t hat under the Brooks anal ysis. | don't think you can

fit it under the 360k, or under the jurisprudence of all

of the Circuit Courts.

But, | think there is a |lot in Judge

Rosenbaun s opi nion that

we di sagree with. | think




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

141

there is a much greater weight of authority out there
fromthe Eighth Circuit and beyond, that if you apply it
to the facts here, you are going to conclude that there
is preenption of all of the clainms we identify in the
brief.

And, you know, if this case isn't appropriate
for preenption, Your Honor, when you have an
extraordinarily rare event where the conpany brought it
to the attention of the FDA right along, and they are
arguing that you should have used a different design,

di fferent manufacturing process, you should have warned
differently, | can't hardly think of a case in which
preenption woul dn't apply. So, we suggest to you that
preenption is appropriate in this case for all of the
claims we identify. W agree with them that a true
manuf acturing defect claim-- in other words, we deny
that there is one in this case, but he agree that a
manuf acturing defect claimis exempted out of the reach
of 360k. And we will probably quarrel with them over
what that means, but this motion would not address that

specific issue, Your Honor.

THE COURT: "' m not sure what | expect in
response. | will ask the same question of opposing
counsel on this; but, you know, |istening to the

argument and going way back to the opening remarks this
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mor ni ng, you know, how -- | suppose maybe it is called
good advocacy, but | don't think either one of you are
going to probably characterize it that way in a nonment,
and you will mean it respectfully to the other side.
But, you describe the history of the | ack of

conceal ment, the |ack of being entirely forthright with
the FDA. That is quite different than the opening
remar ks this norning of counsel where everything was
said short of a crimnal conspiracy, in terms of not

being forthright with the FDA. You both can't be

correct.
MR. PRATT: Yeah, but -- well, I"mright.
THE COURT: And |like | said, regardl ess of
how I |l ook at that, that still makes Judge Rosenbaum s

deci sion an anomaly. But, you both described the
history entirely different.

| mean, | don't think it would be easy to
describe it as two sides to the same story, because |
mean, | have got | don't know how many docunments in ny
chambers, in nmy Clerks' chanmbers, but | don't think you
can just say, well, they are just two different versions
of the same events. But, how do | reconcile those?

MR. PRATT: | think that they are trying to
overconplicate the issue, Your Honor. | think the issue

of whether we submtted every scrap of paper to the FDA
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is not an issue that denies us the right to preenption.
Preemption, if you read these cases, as | am sure you
do, it is a far sinpler process than they have

descri bed.

They have used Dr. Parisian to overconplicate
it. They have created these interpretations of
regul ati ons and said, | ook, the conmpany didn't comply
with this and this and this. The point is, we have been
require by the federal FDA to follow a certain design
follow a certain manufacturing process and foll ow
| abel ing requirements.

What they do, are doing, sinply put, is
trying to impose on us additional state court
requi rements. The argunment that we may have defrauded
the FDA, which we deny is absolutely not the case is
clearly a preempted cl ai munder Buckman.

Buckman says that you cannot submt a claim
to the jury where the claimis you didn't submt
everything to the FDA. So, the argument that they are
maki ng about, did we play square with the FDA, which we
did and they allege otherwise is a preenptive fraud on
t he FDA cl ai munder the Buckman case out of the United
States Supreme Court. And it goes to the very heart of
preenption.

We can't have in front of state court juries
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t he kind of debate over, did this piece of paper go? |
mean, should things have been done differently? It is
the FDA's job to make a determ nation on whether there
has been an adequate subm ssion or not, whether the
company ought to change its warnings or not, or whether
t he manufacturing process and design schematic ought to
be changed or not. That is their job. It is not a job
of state court litigants to get in front of a jury and
to |l ay out everything that happened with the FDA in
hopes that the jury, plaintiff's hope, the jury will
say, well, the company really didn't do it the way it
shoul d have been done. Dr. Parisian has a different

st andar d. Maybe you should have tested polyimde in
this way before it was submtted.

The point is, we submtted the test materi al
on polyimde to the FDA in 1992, no question about that.
They deemed it acceptabl e because they approved
pol yi m de. Now, the idea that we should have done sonme
additi onal testing, and maybe they woul d have done a
different thing, is the very heart of preenption. Those
types of claim ought not be played out in courtrooms
i nvolving state common | aw theories, Your Honor.

THE COURT: \Which brings me to the question
that | think you already answered, where Plaintiffs

begin their briefs, then they conme back and end them
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t hat way. | think I have written it down, here. Well,
| guess it is my paraphrase, but a separate issue, in
the end they say the truth of the matter is, we deny

t hat any of our clainms inmpose any device-specific

requi rements that are in any way different fromor in
addition to the device-specific requirements of the FDA,
or federal | aw. So, that is in the end what -- they
start and finish with saying, well, you can | ook at our
claim anyway you want, but we don't believe we are,
there is anything in our claims. So, obviously, there
is a significant point of departure between Plaintiff
and Defendants on that, as well.

MR. PRATT: They have to say that, because
ot herwi se they are dead on preenption.

THE COURT: That is true.

MR. PRATT: AlIl | would say is that as you
read Dr. Parisian's expert report, as you read what the
Plaintiff's say, put yourself in the mnd of a medical
devi ce manufacturer and think whether those requirements
they are trying to i npose on us, on Guidant, are not
i ndeed additional to what the FDA has required.

| mean, they are -- the testing, you should
have done it in a different way. Everything they say is
in addition to or different from what the FDA has

required.
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So, | understand why they saw it, because it
is boilerplate in these types of things. But, you
cannot read Dr. Parisian's report, you cannot read their
briefing without concluding that is exactly the contrary
of what they are trying to do here, Your Honor.

THE COURT: Thank you. M. Lesser, whenever
you are ready?

MR. LESSER: Thank you, Your Honor. There's
a | ot of ground one could cover. | am going to agree

with Timon that, to cover preemption in 20 mnutes is

not necessarily easy. However, in some respects,
actually, | submt it is rather easy today, because the
argument that we have just heard, which is, quote, "It
ought to be enough that the FDA approve this device," is

exactly the argument, not only that your Judge next
door, Judge Tunheimrejected in his case in St. Jude,
and Chi ef Judge Rosenbaum rejected in Medtronic, the
argument that the Eighth Circuit rejected in Brooks,
head-on rejected in Brooks. It is the argument the
Supreme Court rejected in Lohr, it is the argument the
Supreme Court reaffirmed with enphatic policy
consideration with the various policy things that M.
Pratt referred to in the Bates case two years ago, 7 to
2 majority, which I think the goal was to shrink the

confusion created by Lohr.
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Al'l of the argunent that we had today is on
the first of two steps. I n other words, for present
pur poses, | actually believe, by the way, that Brooks

and the issue that the footnote of disagreenment between

your two brethren, here, | am not going to argue that

di sagreenment at all. For the monment, for further
argument, | concede it. | think Bates actually shifted
the ground significantly away fromthat. And that is,

it is a two-step process.

The Eighth Circuit took the argument that we
just heard, "It ought to be enough,” and said in its
decision -- and indeed, | will just explain why both as
a policy matter and a legal matter we fall full square
wi t hin Brooks before |I'm done.

In first glance, and | am reading now from
the Eighth Circuit's decision. At first glance the
preenption issue presented here under 360 m ght seem
quite sinmple, and according to M. Pratt is quite
sinple, since the state |aw result sought by Brooks
relates to safety, and would impose different or
additional requirements on the product warning for
Sinplex. That is the second argument. That was the
argument that Hel medica made in Brooks. The FDA | ooked
at this? They deferred to the FDA because it approved

it. Of course, the case goes on
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The next sentence says, that the issue is not

so simple as evidenced by Medtronic -v- Lohr. And Judge

Tunhei m and Judge Rosenbaum actually recogni zed
expressly it is a two-step process. Everything we have
heard about in all of these citations to all of these
ot her Federal Courts go to the question which I won't
chall enge for the moment today, whether or not the FDA
process, the process of getting a medical device
approved is itself a requirement. That is where the

El eventh Circuit took issue. And for present purposes,
| will concede -- think it is wrong under Bates, but |
will concede that it is a requirenment.

But then, and this is what Medtronic is all

about, this is what Brooks is all about. You have to go
to the second step. And indeed, both Judges Rosenbaum
and Tunhei m say you have to go to the second step.

You then have to drill a good deal deeper.
It is not merely because of the fact that the FDA
approved it, you then have to ask yourself whether or
not the claims in the case relative to what occurred,
i ncludi ng what occurred vis-a-vis the FDA are preenpted.
Both of them say that.

Now, before | get to the heart of it, | would
like to clear off some of the clear underbrush, if |

may. M. Pratt admtted a manufacturing defect claimis
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not

preenpted. Well, there are actually one or two

other claims in this case that are clearly not

preempted. The first is the claimfor express warranty.

And

in Bates, two terns ago, seven Justices of the

Supreme Court agreed, a claim a cause of action on an

express warranty asks only that the manufacturer make

good on the contractual commtment that it voluntarily

undert ook by placing that warranty on the product.

I n other words, express warranty says, you

manuf act ur e. You got approval fromthe Government, in

t hat

case it was FIFRA, that old insecticide act, but by

golly, the two acts are identical in their preemptive

provi sions, except the one says in addition to or

di ff

erent from-- the other says, different fromor in

addition to; that is the only difference. | don't think

t hat

You

is a difference.
You created your own contractual warranty.

are not preenpted. You voluntarily, in the world,

have gone out and done that.

Ms.

The second point that is not preenmpted, and

Cabraser alluded to this. W can put it up on this

screen. This is fromthe inmplenmenting regulation, 21

CFR

ful

808(1)(d)(1). And this is what the FDA, after

-- and this is entitled, unlike FDA, am cus letters

to show in deference for other cases. Then, it says,
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Section 512(a), which is what we are tal king about, does
not preenpt state or |ocal requirements of general
applicability, where the purpose of the requirenment
relate either to other products in addition to devices,
e.g., requirenments such as general electric codes, and
the Uniform Commerci al Code, warranty of fitness. The
other claims for inplied warranty and UCC cl ai ns.

This, by the way, is cited by Brooks, decided
by your brethren. That claimis not preempted. The FDA
expressly recognizes it, 808(1)(d)(1). He goes on, or
to unfair trade practices in which the requirements are
not limted to devices. That would be all the consumer
fraud claims because those are unfair trade practice
claims. This is the FDA, itself. Because, remember,

t he background to preenption is that unless there is a
clear and mani fest intent by the government to preenpt
t he cause of action, clear and mani fest. And what

Medtroni c teaches us and Bates teaches us, it has to be

exactly clear. Those two sets of claims, |aws of
general applicability and consumer protection clains are
not preempted by 360k(a). That is what it is talking
about in 808(1)(d)(1). That is the other piece of the
under brush.

To the extent we are making corrections to

our briefs, Your Honor, | would |like to make one. And
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in our opposition on preenption, we state that the
unjust enrichment claimis not preenpted because of this
provi sion.

That is not accurate, actually. The reason
the unjust enrichment claimgets us back to the majority
of claims, takes us to Brooks, takes us to Bates, takes

us to Lohr. And this is what we did not hear about, one

word, and this is where the argument ends. This has to
do with what are called parallel requirements. And this
is from Brooks, 273 F.3d 798-99. Brooks is correct in
her assertion that a claimfor failure to comply with
FDA regul ations is not preempted by the MDA. This is
the second step of the analysis. W are willing to say
the MDA is a |law that has preenptive effect.

Now you have to go to the second step

because that is what occurred in Medtronic -v- Lohr.

You have to then say, the specific clainms at issue with
regard to the specific matters are preenpted. So, in
Lohr it says exactly the same thing. This is at 518
U.S. 495, 497, two pages found at 495. It is clear that
the I awyers' allegations may include clainms that
Medtronic has to the extent that they exist violate FDA
regul ations. At |east these clainms, they suggest, can
be mai ntained wi thout being preenpted by 360k. And we

agree. That's Lohr.
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Ils there any doubt this is still the | aw?
No. Because in Bates, two years ago, once again -- and

to the extent one hears in medical device cases Bates

doesn't affect us because we are not under FIFRA, we are
under the MDA -- we are under the 360k, excuse ne.

Wel |, Bates actually has a whole two pages on

Medtronic. The preenptive | anguage is the same. And in

Bates, the Supreme Court two years ago made the critical
point, a state cause of action that seeks to enforce a
federal requirement, quote, "Does not inmpose a
requirement that is different fromor in addition to the
requi rements under federal |aw."

To be sure, this is seven Justices by the

way, the threat of damages remedy will give
manuf acturers an additional cause to conply. | n ot her
wor ds, you m ght be |iable. I|f you didn't conply with

what the CFR s tell you to do, you m ght be |iable. And
that is an additional reason you should conply. But ,
the requirements inmposed upon them under state and
federal |aw do not differ.

So, in other words, the state law claimis
parallel to the federal claim and that fits this case
like a glove, and I will explain that in one second. |t
IS not preenmpted. In fact, what | just read to you from

544 U.S. at 448, is actually the Bates court quoting
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Justice O Connor's concurrence in Medtronic and

reaffirmng it.
As a policy matter, the very next page of the

Bat es deci sion goes on, and it takes the exact same

argument that M. Pratt says can't be right. And it
rejects it. Because Dow, joined by the United States as
am cus curiae, the United States government, itself,
argues a parallel requirements reading, the section at

i ssue which parallels, would give juries in fifty states
the authority to give content to FIFRA's m sbrandi ng
prohi bition, establishing a crazy-quilt of

anti-m sbranding requirements different fromthe one
defined by FIFRA." That is exactly what we just heard
M. Pratt say is contrary to 360k, the exact sane

provi sion, exact same argunent. The Court rejects it.
And it says, to hold, to rule that way is to not give
meaning to "in addition to or different from" It reads
it out and changes the words.

This is what the Supreme Court said, "This
amput at ed version would no doubt have clearly and
succinctly commanded the preemption of all state
requi rements concerning |abeling."” The exact argunment
was rejected two terns ago, in other words, by the
Supreme Court.

It goes on, and says, even if we weren't sure
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of that, to the extent you are unsure, the background
rule is there is no preenpt. To the extent there is a
di spute, in other words. And we strongly have a dispute
as to whether the CFR s here were conmplied with.

Now, |l et me go back to Brooks for a second,
because Brooks was the Circuit Court here en banc.
Brooks, when you get to the port is a case where the
system wor ked, in effect. Because what is really going
on with preemption is, if you play by the rules, you get
t he preenptive past, because that is what occurred in
Brooks. And there are two pieces of Brooks that
Gui dant's argument here has to read out of the decision.

The first are the two pages where the Eighth
Circuit went through the history of the | abel at issue.
And what Hel medica told the FDA, and what the FDA and
Hel medi ca agreed to and how the | abel changed.

Under the argument that we have here, it is
enough that the FDA approved it. Those two pages are
compl et e surpl usage. But, the reason they are not
surplusage is the critical decision. Because in the
case, as Hel nmedica |earned -- the case involved bone
cement, you may recall. And the bone cenment had a
solvent in it which was irritating and allergic to sone
people. And over time, Helmedica | earned that there

were nore adverse reactions, types of adverse reactions.
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And Hel medica went to the FDA, and that is
what those two pages are all about. And said: W have
this -- change the | abel, what he should we do? And the
Court said, you play by the rules, in essence.

And then at the end of the decision should
there be any doubt about really if that is what is going
on, the Brooks Court goes back to what | read to you a
few m nutes earlier. It says to Ms. Brooks, "Brooks is
correct in her assertion that a claimfor failure to
conply with FDA regul ations is not preenpted by the MDA.
That is the holding of the Eighth Circuit. So, if you
can claim and show -- and by golly, Your Honor, we have
shown, and | think you alluded to, in essence, a few
m nut es ago, the Court has a triable issue of fact,
whet her or not the Code of Federal Regul ation provisions
at issue are or were not conplied wth. If you can show
t hat you were not conplying with the FDA regul ati ons,
this Court of Appeals in this Circuit said, that is not
preenpted by the FDA.

And, of course, in that case, the very | ast
section of the decision is Ms. Brooks hadn't shown it,
there was no argument in the record, so there was indeed
preenption.

In this case, it is not simply a history of

Ms. Parisian offering her opinions as to what the
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standards are. | submt, Your Honor, if you take
anymore of Ms. -- Dr. Parisian, not Ms. Parisian. Dr
Parisian's Affidavit, what she does is go through facts.
And she goes through the history of this device in
excruciating detail, and indeed, it goes paragraph after
par agraph after paragraph. And then she says, by the
way, there is a Code of Federal Regulations that says,

if you go to the FDA and ask for the approval of a
device as an opening or as a supplenmental, you have to
give the FDA -- let's take 812.20. Actually, it is
repeated there, place after place after place, same idea
is at issue. 21 CFR 814.20 says when you apply, when
you file an application for a device with the FDA, there
has to be an identification, discussion and analysis of
it. Any other data, information or report, relevant to
an eval uation of the safetyness or effectiveness of the
device known to or reasonably should be known to the
applicant from any source, including those derived from
commer ci al mar ket experience, or otherw se.

What you heard this morning was M. Drakulich
begin to give -- and nore of it is in our statement of
facts, some of the many things regarding, for instance,
pol yi m de, which Guidant when it went to the FDA in its
rush to get this device to market so it could beat out

its conpetitor across town, Medtronic, didn't tell the
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FDA -- it didn't tell the FDA about the Navy study. | t
didn't tell the FDA about issue after issue. It didn't
tell about the arcing in the simlar device. That is

all material information. And we know that is materi al
i nformation, Your Honor, because, by golly, if anything

has been forgotten in this room today, this device was

recalled as a Class 1 recall. That doesn't happen
lightly or everyday. That was material information. |t
materially changed ultimtely FDA's view of it. That is
noncompliance with this CFR It does not impose

something in addition to or different, because they are
par al | el

This nmorning as | listened to M. Drakulich,
| realized for the most part he was telling you a
story not -- and | would actually put into his top 10
list some of the CFR references, because | thought they
were i nmportant for preemption. M. Drakulich didn't
actually refer to them very often, but he told you an
entire story of a failure to warn, a history of a
devi ce, what occurred prior to and after approval of the
device, without referring to the regul ations. So, he
was describing a tort case, a negligence case, a strict
liability case, without having fraud on the FDA, which
is a critical distinction in Buckman in this case.

So, take us back to Brooks, again. \What we
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have all eged and set forth are many facts -- not one or
two or three, but many. Let ne take the one exanple we
had when Mr. Pratt was up here, which had to do with a
2003 MDR, which is a medication device experience
report.

Let me show you somet hi ng about another NMDR.
Can you read that? | don't believe -- | am not sure we
put this in as an exhibit in our notion, but since we
are showing MDR' s from | ater periods of time, this is an
i nteresting one. In the highlighted | anguage in the
event summary from '04, which is exactly the one we
heard, it says in April of 2002, submtted by Guidant to
t he FDA, " Gui dant obtained FDA approval and inpl emented
steps in manufacturing to mtigate this issue," the
issue that we have in this case, the arcing problem
Your Honor, that did not occur.

Not only is this MDR dead false, that did not
occur. And yet under the CFR's, it is required that if
you change a device in such a way as to change anything
regarding its safety, you have to then, at that time,
tell the FDA, that is 814, CFR 814.39. And we cite
t hat, of course, in our brief, so does Dr. Parisian. | t
is not her standard, it is the Code of Federal
Regul ati ons standard.

And what we know, further -- | could go back,
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testi nony. The change in 2002 after M. Duron, this
goes, of course, to the post-sale issue, ultimately, in
t he case, but not to the preenption issue.

In 2002, when this device was changed,
conveniently as you know, and | don't even think M.
Drakulich necessarily nmentioned it after all of the ones
in inventory were sold out before the change was
actually really included in the ones that went out to
t he consum ng public.

This is Brian Novak, 30(b)(6) designee for
Gui dant on FDA conpliance. And he agrees in this clip,
in this selection -- | can show others, of the deponents
who agree, that the change in 2002, Guidant made changes
to the device.

That is correct, they made changes to the
devi ce.

Amazi ngly enough -- and, on by the way, on
page 331 of his testinony which is part of the record,
he agrees this change was not submtted to the FDA as a
PMA suppl ement, correct?

That is correct, it was not submtted.

A year later, two years later realizing it
was a m stake, they literally lied and told the FDA it
was submtted. It was not submtted.

Do you know when it was subm tted, Your
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Honor? You heard somet hing about | ate notice |etters.
Whet her that is playing by the rules or not, at | east
for the CLRA claimof California law, and | think it is
a little nore serious talking when talking about the
FDA. The supplemental PMA for this change was submtted
in 2005, three years later. That is really backfilling,
Your Honor .

Those are the smallest portion of the facts
can go through. But, what the CFR s require, 21 CFR
812.27(b) (1) and (b)(2), 21 CFR 814.20, 21 CFR 814. 39.
They are listed in our brief. There are page after page
of them There are at |east a dozen. This is what the
FDA requires to be done. Had they been done, we m ght
not be here today. It is about doing the right thing.
That is why, in Bates, in Lohr, in Brooks, every one of
the courts said that if you can show that the FDA was
not -- its rules were not conplied with, you don't get
preenption.

And why is this so? Because, let's face it,
the FDA may be a | arge government agency, but it can't
possibly -- in fact we have testimony from M. Novak,
believe, that there are only eight people at the FDA
that review all of these hundreds of subm ssions a year.
And each of these subm ssions |ooks |ike the ones you

have, Your Honor. They are hundreds and hundreds and
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hundreds of pages long. And the FDA reviewers don't
have the wherew thal, don't have the ability in the rea
world to go through and search out footnotes on
documents that were submtted ten years earlier, which
by the way M. Drakulich pointed out, not only is it the
only time when Guidant is asked, where do you have the
two-inch wire, in essence, in this case? The response
is the 1992 document which M. Drakulich points out to
t he Court does not actually show that there was a

bi ocompatibility study done for this. That indeed
represented that polyimde was for non-tissue contact,
and of course it was tissue contact which is why it
degrades, which is why we are here.

The last point | would |like to address very
briefly. So, in other words, what we have here is a
claim M. Drakulich presented a potential tort claim
It is consistent with the Federal Regul ations. And when
you are consistent, as | said, Brooks is explicit, the
United States Supreme Court is explicit, Judge Tunheim
and Judge Rosenbaum agreed.

And the Mattingly case, for instance, does
not disagree at all. Those are rather brief little
deci sions, and | assume your clerks can provide it to
you of f of WestLaw. You go through the whol e deci sion,

and you are not really sure what is at issue, you are
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not sure if they are enhancing the device, you are not
sure what the presentation was, but at the end of the

decision in the Mattingly case, one claimin that

case -- and | don't really know what the facts were but
the decision is seem ngly vague, survives preenption.
It is a negligence, per se, claim

The negligence, per se, is the failure to
comply with the FDA regul ati ons. So, the Judge
basically all owed anmendments, allowed the case to go
forward into discovery. Did Medtronic in that case
comply with the FDA regulations? |If it had not, with
the claims we are making here, it would not be
preempted. That is the last two clainms of the Mattingly
deci sion. What happened to the earlier claims, | don't
know because the decision, frankly, is so vague.

So, let us -- you |look at Brooks, and you
fall full square within Brooks. Hel medi ca went to the
FDA and told FDA what it knew, how it knew it and worked
with the FDA. Gui dant absolutely did not. And |I have
given you a few of those exanples, but they go on for
page after page after page of Dr. Parisian's Affidavit.
And it is not her standard. She is citing these CFR' s
like the one |I just read to you, and | can read them al
to you, but they make it quite clear. So, | get to

Buckman at the end.
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The fall back position of Guidant in this case
is that Buckman nust have changed it, because in
essence, the argument goes, plaintiffs are saying you
did not tell the FDA anything. Are you not alleging
fraud on the FDA? And is that not what Buckman says you
can't do?

Well, again, | could refer Your Honor to the
two opinions your brethren stress that on. I f that were
so, of course, the Brooks opinion is wrong. But, |
cited fromthe Brooks opinion, its |last holding, a claim
of failure to conply with parallel FDA Regul ations are
not preenpt ed.

Unfortunately, of course, Brooks came down
after Buckman. The Eighth Circuit knew about Buckman.
So did Bates, so did the Bates decision, two terns it
came after Buckman. Because Buckman was a very odd and
i ndeed Iimted situation. Buckman you will recall was a
situation where there was an MDA cl aim So it's like we
have here, a device claimagainst a manufacturer; but
al so sued as a defendant in the case was the consultant
t hat prepared the documents that went to the FDA.

The device manufacturer settled out. The
only party left in the case was in fact the consultant
who prepared the documents going to the FDA. The only

claimleft in the case, therefore, the only duty that
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could be alleged vis-a-vis that consultant was that you
defrauded the FDA, because that is all the role the
consultant had in the facts of the case. It had not hing
to do with the manufacturing, it had nothing to do with
the | abeling or otherwi se. It was, this person is
i abl e because it submtted false documents to the FDA.

So, the claimindeed was fraud on the FDA.
In other words, there was is no way -- here is an easy
way of saying Buckman, | never assumed |'d say it this
way, but this is what it is actually holding. There is
no way that case could have begun, whatsoever, without
having the fraud on the FDA be the facts of the case.

That is why the holding is, you can't have a
cause of action of fraud on the FDA. Why? Because the
states traditionally, under traditional preenption
analysis -- it is not a hard case -- actually, have no
right to police what is given to the FDA. But, when you
have parallel requirenents -- | said a few m nutes ago,
the nost interesting about M. Drakulich's presentation
this norning was, you didn't have to have the references
to the FDA in its rules, whatsoever.

The facts of the case, the failure to warn,
for instance, is the failure to warn that polyim de was
the wrong thing to use. It has nothing to do with the

FDA. You can take the FDA out of the picture. The
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entire case goes in without it. There is not fraud on
the FDA. The fact the FDA was defrauded -- not
defrauded. The fact that the FDA regul ati ons were not
foll owed are absolutely parallel. But, the difference
is the case can go in without having the fraud on the
FDA be part of the case, whatsoever, and it coul d. But ,
we are allowed to use themin the case because the
Supreme Court said so. It said so in Medtronic. | t

said so in Bates. The Eighth Circuit said so. It said

so in Brooks.

So, to come back to where | started, Your
Honor, preenption analysis for this case today, | wll
for purposes of this argument, concede that the MDA is a
requi rement. So, all of those Federal Circuit Court
cases | absolutely agree with. But, as the Eighth
Circuit said in Brooks, that is only the first of the
two steps. You then have to go to the second step. And
on the second step, this is not even cl ose.

There are clains that exist in comon | aw.
There are clainms that the FDA recogni zes are not
preempted, there are claim that the Supreme Court says
t he express warranty are not -- recognized, and all of
the other clains are ones that have parall el
requi rements under state | aw.

And finally, to address the policy, | would
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recommend that you | ook at the Bates decision, because

t he Supreme Court absolutely rejected the idea. | t
rejected it in two places. The idea that it states,
find liability, because you didn't tell the consuners,
just as Guidant didn't tell the FDA, you didn't tell the
consumers. There is nothing wwong with that. The FDA
has to depend on these conpanies, such as medi cal device
conmpanies to play by the rules, to tell it everything,
just as these CFR s require it. Everyt hing, you don't
hide it. You have to be forthright. You don't lie as
we saw in that medical device report. | f you make a
change that effects safety, M. Novak agrees this was a
change to represent safety. There is a CFR that says
you have to file a supplemental PMA. And you can't wait

three years to do it until the New York Times has bl own

it up in your face.

This case isn't even close, | submt under
t he Brooks two-step analysis to preenption. Oh, one
| ast point. | would like to go back to something which
| think was a very interesting insight, at |east

jurisprudential insight by Judge Rosenbaum in Medtronic.

| don't think |I have tal ked all that nuch about Judge
Rosenbaum or his decision today, but | mentioned it a
few times.

At the end of his decision, he asks a very
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i nteresting question. He goes back to Judge Breyer's
two-inch wire. He asks the question that really was
true in his case and it is really true in our case.
What happens when the FDA approves a two-inch wire if
the FDA wasn't told that the wire was subject to
corrosion and rust? This is the very end of Judge

Rosenbaum s Medtronic decision. And he says, | don't

see how you can have preenption. | agree with Judge
Rosenbaum You shouldn't have preenption, because as
the rules are, you are supposed to tell everything. I
actually say in our case, that is a violation of exact
CFR s and FDA regul ati ons. But, he says, it doesn't
really make much sense to me. And | suspect that given

in the Bates decision where all of these points are

underlined, | think it wouldn't nmake sense to the seven
member of the Supreme Court. Thank you.

THE COURT: Rebuttal, if you would like it,
M. Pratt?

MR. PRATT: Briefly. | am gl ad that we have

t he agreement from the other side that you should read

the Mattingly case. It does have a | ot of good

jurisprudence to review.
Let me start with a couple of three points.
| was interested in this idea that somehow they weren't

creating new and additional requirements, but they were
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creating parallel requirenments. And | heard Plaintiff
counsel talk about Parisian and show you 814.20. And
what she did is to say, here is what you have to have
for approval. And these are the things that Gui dant
didn't submt to the FDA for approval. W deny those
t hings, but that is the very type of claimthat has to
be preenpted.

I f you don't preenpt those Kkinds of
al | egations, there will never be preenption. There is
al ways going to be a Dr. Parisian, probably Dr.
Pari sian, herself, walk into a medical device case, and
say, let me go through these regul ations, because |I'm
going to find something the conpany didn't do right. I
am going to find something.

Now, apparently the FDA, apparently, was
duped, because they didn't figure it out. That was
t heir argument. Because the FDA approved it. I f the
FDA wanted nore information, the FDA could have asked
for it. But, after the fact of approval, to allow
someone |like Dr. Parisian and Plaintiffs' counsel cone
in and say, let's now deconstruct the approval process
and identify all of the things that we, non-FDA people
bel i eve should have been submtted. I f that kind of
claimis not preenpted, then we can take the Seventh

Circuit Court opinion and we can take 360k and we can
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flush it down the toilet, then, because it will destroy

preenption.

Everything Dr. Parisian says is an effort to

i mose sonet hing new and different, not just on Guidant,

but on every medi cal device manufacturer.

about parall

regul ati ons.

| do want to spend a monent, though, talking
el requirements and viol ations of FDA

There is a |l ot of tal k about that. I wil

tal k about the Bates case. Now, the idea that a mere

al l egation of an FDA regul ation, whether material or not

somehow gets her around preenption is not the law. The

Bat es case,

is what the

itself, was a FIFRA case that said -- this

Bates U.S. Supreme Court opinion says.

States cannot require different |abeling rules. But ,

State Courts can adopt rules that are consistent with

Federal Court rul es.

So, in other words, not in addition to or

different from but consistent with it, parallel with

it. For exanple, if the State Court has the same rule

as the Federal Court, the federal requirement, and the

conpany vi ol
can provide
is no new di
requirement,

grant ed.

ates the federal requirement, then the state
a remedy for that violation, because there
fferent requirement. It is the sanme

parallel, for which a remedy is to be
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What the Bates court did say, though, very

applicable here, is that this state |aw | abeling

requi rement nmust in fact be equivalent to a requirement
under FIFRA in order to survive preenption. You cannot
require the word danger to be in the |abeling when the
agency has required the word caution to be in the

| abel i ng.

I n other words, you can't require the wording

to be different. Everyt hing they said about Gui dant
here is we should have said something different at a
different time. That is in addition to and different
fromthe Federal requirements we were operating from at
the time.

| aminterested in the Buckman case for a
couple of reasons. The idea that the FDA was defrauded
and here they are claimng that plaintiff was defrauded,
| know courts have said that, but it is a difference
wi t hout meani ng.

| urge the Court in that inplied preenption
case to take a | ook at the policy underlying that
driving decision. And that is, you can't have State
Courts be policing FDA regul ati ons. You can't have 50
states creating different rules interpreting the FDA
regul ati ons, because it detracts from what the FDA

requi rements are.
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Take a | ook at the policy of Buckman, also
take a | ook at the | anguage of Buckman when it talked

about the Medtronic versus Lohr case, and it said

al t hough Medtronic can be read to allow certain state

| aw causes of action that parallel federal states’
requirement, it does not and cannot stand for the
proposition that any violation of the Food Drug and
Cosmetic Act will support a state law claim That is
what the U.S. Supreme Court said in interpreting the
prior Lohr decision. Any violation of the FDCA wil
support a state law claim Those are preenpted under
the jurisprudence fromthe United States Supreme Court.

The idea | think they are trying to get at is
that the FDA has the authority to police the FDA
regul ati ons, has the authority to police the conmpany
subject to those regul ati ons. If there is a violation
of those regulations, it is the FDA under Buckman t hat
has a responsibility to enforce it.

Because if we don't do that and we keep it
open to any litigant, or any Plaintiff's expert in the
country to conme in and say something different, you are
i nherently dealing with requirements, State Court
requi rements that are different from or additional to
the requirements inposed on the conpanies by the Federal

regul ations.
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Just a couple of quick points I will make

here, Your Honor. You asked about Medtronic and St.

Jude. Those preemption motions are both applicable

generally to all of the cases.

What we have done here is to file a
preemption motion specific to M. Duron. So, the idea
that an MDR that was submtted with admttedly m staken
| anguage, that it was approved, the April 2002 change,
after Mr. Duron's device was in place, m ght not have a
whol e | ot of relevance to anything. The fact that we
didn't tell doctors about this |ow frequency failure for
mont hs or years after we knew about it, what effect does
t hat have on M. Duron and his device which was
i mpl anted in March of 2002?

So, the point of all of this is that | think
this motion has to be decided in the context of M.
Duron, not in the context of someone who may have
received a device nuch later in the game whose situation
factually may be different than M. Duron.

The final point I will make, Your Honor, is
t hat the arguments about rushing to judgment -- | mean,
rushing to the market, we heard that this morning, we
heard it a little bit a while ago, you know, the FDA
doesn't rush any faster than it wants to rush.

You can't make the FDA gall op when they want
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to trot. You can't

wal k. They

make them run when they want to

are the ones responsible for taking the time

to deci de whether a particular

be approved

application is going to

or not. That is the not the responsibility

of the company to dictate that

done that.

to the FDA, we have never

And all of this discussion about polyimde

and what was known about it and the use of polyimde in

aircraft wiring under
t emper at ures went

extraordinarily | ow,

circunstances where the
to extraordinarily high,

t hey were exposed to solvents and

chem cal s and under stress, under conditions that these

pol yi m de wi

body really

trying to construct

res were never subjected to in the human

has no rel evance.

| understand why they are

some relevance out of it, because

t hey want to get around the idea that the FDA in 1992

approved polyimde as an insulator in the header of this

devi ce.

They al so want to get around the idea that

this being M. Duron's case, that this polyimde wring

was not degraded, that although it was close to or on

t he backfil

10, 000 volts of

tube, the insulation around it provided him

i nsul ating protection. And the highest

shock he woul d ever get was about 800 volts.

So, in his device,

his polyimde insulation
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had not degraded. It had certainly served its purpose
during the course of the tinme it was in his body until
he elected to have it replaced and to get a new device
from Gui dant.

So, those are the points of preenption, Your
Honor, | want to make. | just urge the Court to take a
| ook, as | know you will, at the case. Because what you
heard from M. Lesser, what you have seen fromthe
Plaintiffs is the new cache, which is to try to confuse
the regul atory process to try to get judges to think
t hat, boy, these are factual issues that |I can't deal
wi t h. How can they deal with them? Well, it is pretty
i nnovative, but it ought not allow themto get around
the full force and effect of 360k, which is when you cut
through it all, they are trying to require this conpany
to have done sonmething different with respect to design,
manuf acturing and | abeling than the federal requirements
fromthe FDA i mposed on us. That is the core of what
they are doing and there is no factual issue about that.
We urge you to grant the nmotion. Thank you.

THE COURT: M. Lesser, is that the core of
what you are doing, M. Lesser?

MR. LESSER: No. And that is what Bates

says. Gui dant, or at |east Guidant's counsel, doesn't

li ke Medtronic and doesn't |i ke Bates, because Bates is
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explicit, because Bates says, the case involved

i nsecticides.

hadn't war ned

And the claimin the case was that

fully what Dow knew about the insect

you

icide.

It is the exact same thing we are arguing here, that

Gui dant didn't
FDA under the

saying. They

tell the FDA what it should have told the

FDA's own regul ations. That is what

we're

shoul d have told about the arcing, should

contact with human tissue.

suggested if |

t hese cases st

responsibility, not --

have tol d about polyim de. They shouldn't have m sl ed
the FDA in 2000 -- in 1992 and say, it won't come in

THE COURT: Then if that is the case, and
t hey don't concede that, if that is the case, M. Pratt

| ook carefully at some, if not all of
anped for the proposition that that

vi ol ati on doesn't create an i ndependent claimfor your
client, in other words, that is the FDA's

MR. LESSER: Well, Brooks did say, Medtronic

did say, Bates did say, the claimthat that item comply

with the FDA

Your Honor. |

M .

at the end of

And he says it

S not preenpted. It cannot be cl ear

er,

t says these claims are not preenpted.

Pratt's argument is, the FDA approved it

t he day, therefore they are preenpted.

is the new mantr a. Pl aintiffs want

come forward and get some expert. Well, it didn't

to
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happen in Brooks because Helmedica did the right thing.
It went to the FDA as it | earned of the dangers of the
sol vent and worked out a new label. And that is why in
Bates, the Supreme Court underlines the fact that is

required. Again, let me go to the facts that Bates

required, for one second. Bates i nvolved a | abel on the

i nsecticide that the FDA had approved. The argunment we
have today is that that is the FDA's area of expertise,
that is enough. In a state court the claimnt came
forward and said, wait. You knew other things, Dow,
that weren't in the |abel. It was an insufficient
| abel, in other words. You didn't tell the FDA, that
was al so part of the case, underlying the case.

M. Pratt was right, that claimwould be
preenpted. The Supreme Court of the United States, 7 to
2, said it is not preempted. That is the -- read the

cases. Read Mattingly, for instance. At the end of the

case it says, well, there is also a claimyou didn't
comply with the FDA regul ati ons, Medtronic, and gave
this device to market. That one goes forward. That
cl ai m goes forward. You don't get to beat preenption
easily.

The Buckman case was brought by a | eading
plaintiff's firmin America. That was all that was left

of the case. And the case is fraud on the FDA, cl ock
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fraud on the FDA as a cause of action, not a parallel
set of FDA requirements.

Utimtely, that is where it begins, that is
where it ends. The policy cuts the other way. That's

what Bates is about, and the |law cuts the other way.

And ultimately, you heard today this case is
all about responsibility, and that is right. Gui dant
was under an obligation, under multiple Code of Federal
Regul ati on requirenments, 812, 814, 820, to say
everything it knew about this device, its history,
everything that somebody wanting to | ook at this device
objectively, sitting in a cubicle at the FDA, getting
hundreds of these a year who have wanted to know. And
it wasn't done.

Why does the post-Duron sale matter? First
of all, preemption isn't determ ned for some of the
Plaintiffs in this case and not for others, it is all
t he same reason. But, it certainly goes to the
non- preenptive effect of the post-sale duty to warn,
because the FDA has such a requirement that it can make
a change. And there is the testimony in the record, if
you make a change, you have to tell the FDA once so the
FDA i ndependently can determne it.

And in this case that wasn't done at the

time. It wasn't done until 2005, actually. That is
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some supplenmental PMA for

her e. So, this case ultimt

of these cases and how you

all about doing the right

rul es. I f you do so

you don't do so, you can

THE COURT:
on this?

MR. PRATT: Yes,

more you talk through this,

clearer it cones. And t hen

because M. Lesser says that

point is the MDA of federal

t hat ,

Didn't tell the

told the FDA, that

say. But, the reason that

is only the beginning of it.
FDA woul d care about it;

that i nformati on, and woul d

Secondly, that if so,

di fferent than what
i mposing a requirement that
different from what

So,

what

t hi ng,

preenption can protect

Thank you

is kind of at

t hat

t hey had originally done,

when you start

we are tal king about,

ely, I submt, put aside al

nterpret these words. It is
and playing by the

you. | f

i ndeed be sued.

Last word, M. Pratt,

t hank you, Your Honor. The

the more you think the

| was cued to this notion
Brooks says the starting

requi rement, he concedes

and then there are two steps.

FDA what they should have

t he heart of what they

S preenptive is because that
The next step is that the

t he FDA woul d have wanted

have cared to get it.

t hey woul d have done sonet hi ng

t hus

is in addition to or

t he conpany di d.

off with the idea you
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vi ol ated the regul ati on, when you nove down one step,
two steps beyond that, you are getting to the point
where you are asking a jury to say: W want you to find
t hat the company should have done somet hing different
from or additional to the requirement that they

foll owed, because we believe the violation existed. W
believe the FDA would have cared about it. And we
believe the FDA would have required you to do that.

That is exactly the type of claimunder 360k and Buckman

t hat ought not be -- that that destroys the entire
approach of Suzanne Parisian in cases just |ike this,
Your Honor . Thank you.

MR. LESSER: Four words, five words.

THE COURT: Fi ve words?

MR. LESSER: 544 U.S. at 448, that is 449,
t he Supreme Court disagreed with their argument.

THE COURT: Thank you

Move on to the next -- it has got to be
ei ther punitive damages, or injury in fact.

MS. MOELLER: This is no malfunction, no
injury, Your Honor.

THE COURT: All right. W really only had
one particular malfunction. W only had one today, and
it has been that monitor. So, we are probably due for

some mal function down here in the equi pnment, but --
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MS. MOELLER: | hope it is not m ne, because
| need that to do my argunment. Debbi e Moel |l er, Judge,
Motion for Partial Summary Judgment Based on Lack of
I njury Caused by Mal function.

It is axiomatic that there can be no recovery
in a products liability case in the absence of a product
failure. That makes sense and that is what we are here
to tal k about today. A fear of some kind of failure in
the future is just not conpensable under the products
liability schene.

The | eading case on that is the California

case of Khan versus Shiley. This is in the Shiley Heart

Valve Litigation. MWhere plaintiff alleges that a
product is defective, proof that the product

mal functi oned is essential to establish liability for an
injury caused by the defect. So, a claimof defect,

al one, is not enough. The product has to malfunction in
order for there to be recovery.

Let's |ook at the facts of the Khan case. | t

i nvol ved a woman who had an i nmpl antabl e heart val ve put
inside her. After having it inmplanted, it was

di scovered that they would degrade. She went to see her
doct or. It was determ ned that she had the type of

val ve that was subject to this. And there was

eventually a Class 1 recall on those devices.
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The plaintiff claimed there was an inherent
defect in her device. At that time there were 243
fractures out of 81,000 valves. And the plaintiff
all eged that the valve could mal function w thout any
notice, resulting in death.

The plaintiff claimed physical symptons and
she had treatnment upon hearing about the recall. The
key finding in determning that there could be no
recovery under strict liability, negligence or warranty
was the fact that the valve had not fractured.

Let's line Duron up under the facts of Khan.

Here we have an i nplantable cardiac device, subject to a
Class 1 recall. Plaintiff claims there is an inherent
defect in the device. Plaintiff claims that the defect
could -- that the device can mal function w thout notice,
resulting in death. The plaintiff out of fear had

repl acement surgery upon hearing about the recall, so
had medical treatment upon hearing about the recall.

M. Duron's device never arced or mal functioned. This

fits squarely within the facts of Khan.

THE COURT: Do you accept the factual
distinction? Plaintiffs may say, well, it is factual,
but it has a legal result. They are factual -- |
probably won't use the nost el oquent words, here, but

that it was functioning in the Khan case, because it
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woul d be Iike continuous current, as opposed to, well,
what was M. Duron to do, wait to see when he needed
this help and then see what would happen? And if that
is the case, why would you explant any unit from any
person?

MS. MOELLER: They are actually factually
very simlar in that regard, Judge.

THE COURT: Al'l right.

MS. MOELLER: First of all, M. Duron's
defibrillator functions every mnute that it is in him
It is always pacing him listening to the heart rhythm
and determ ning what therapy to provide, if any. And in
fact, he had therapy. We will get to that in just a
m nut e.

Al'so, in Khan, at the time, the risk of a
repl acement surgery was said to be higher than the risk
of the device mal functioning. That is on all fours.

The other thing is -- the other point that you raised --
oh, about not having to wait until it malfunctioned.

The same type of death wi thout any notice was a risk of
t hat val ve mal function, as well, Judge.

It is not a matter of having to wait and have
it malfunction, it is a matter of what is conpensabl e.
M. Duron could choose to have his device repl aced.

That does not make that decision conpensable. That is
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the distinction there.

| mean, he had a fully-functioning device the

entire time it was in his body. It never mal functioned.
He chose to have it out. He clearly has the right to
have that taken out. That does not turn it from

somet hing that is actionable -- not actionable, into

somet hing that is actionable.

THE COURT: Does it matter, the photo | have
seen -- photo is probably not the right word, of the
device once it was removed from M. Duron.

And they are saying, well, just take a | ook.
| f he needed it, it wouldn't have been there. There
woul d have been a short and he probably would be dead.

MS. MOELLER: Factually, we know that that
is not correct. And their own expert concedes that.

And let's |look at --

THE COURT: \What is the relevance of its
condition? They referred to it as a manufacturing
defect. What is the relevance of that, if any, to this?

MS. MOELLER: To this, none. W do not
agree that there is a manufacturing defect at all, but
t hat doesn't matter to you deciding this case.

THE COURT: Al'l right.

MS. MOELLER: Because | ook back at Khan,

there is a claimd i nherent defect. The cl ai med




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

184

i nherent defect is not what makes the case -- it's not
what gets us, then, the cause of action. Look back

at -- where plaintiff alleges that a product is
defective, here they allege there is a manufacturing
def ect. Proof that the product actually malfunctioned
is essential to establish liability. So, the allegation
of defect, or even the proof of the defect is not alone
unl ess that defect causes a mal function. So, there is
no mal function in this case, Judge. During the entire
period of time that M. Duron had this device in his
body, it worked every single day for over three and a
hal f years, provided himtherapy, monitored his heart,
just as it was supposed to.

On the explant testing, the device was
returned and subjected to a series of tests that
verified performance, and one of the tests they run is a
vol tage test. They do high shocks to that device. They
do five shocks at the sanme voltage that would have
happened if M. Duron would have needed therapy. And
the device didn't arc. It was not a device, as Ms.
Cabraser said earlier, where it was just waiting for an
arc to happen. W know in fact it didn't happen even
after it was expl anted. It clearly didn't happen while
it was in him and it didn't happen when it was

subjected to shock testing after it was taken out.




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

185

And it is something that their expert, M.

Armstrong agreed. He agreed that the amount of

polyi mde tubing that is on that wire even on t

op of

that backfill tube is sufficient to withstand shock

energy at this period of tinme.

He al so could not opine for how |l ong a period

of time the device would have to remain in the

the polyimde to degrade to have ever even gott

body for

en to the

poi nt where M. Duron may have had a risk of an arc.

So, he can't quantify at what specific risk M.
of having had an arc during the period of time

device had been inmplanted | ong enough.

Duron is

if the

So, this is not a case where this was an arc

waiting to happen. We know that it didn't and

that it would not have. Let's go back. There

we know

are four

different people have | ooked at the device or eval uated

it in some manner. The device was returned as
ordinary return product testing.

We had our expert, Dr. John Moalli,

part of

M T-trained polymer scientist ook at it. They had

their expert look at it. And the plaintiff's explanting

surgeon saw it upon explant. And they are al
agreement about several things.
They are all in agreement it never

in M. Duron's body. And they are in agreenment

in

arced when

the




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

186

device worked appropriately during the period of time it
was in him not that it was just sitting there, but it
was actually working appropriately during the period of
time he had it.

We have gone over what the Reliability
Assurance Lab found, no arcing, passed the test that
deals with device functionality. The polymer scientist
that we had | ook at it, there were noticeable cracks on
the tubing, the | ocation of stress on the wire was
sufficiently remote fromthe backfill tube that even if
cracki ng woul d have occurred, it would not have occurred
in an area that is close enough to the backfill tube for
an arc to have existed. And he also thought then that
t he device was functioning appropriately.

M. Armstrong: | saw no evidence of arcing.

He had no -- there was no evidence that the
device was not functioning during the period of tinme it
was in M. Duron's body.

He doesn't have any evidence of a
mal functi on. M. Duron suffered no adverse event during
the period of time the device was inmplanted in him I
did not see a manifest failure event in the data
provided to me.

So even their own expert concedes that there

was no failure event in M. Duron.
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Further, let me skip ahead, here, this is M.

Armrstrong's Deposition, again.

"Question: You woul d not be able to

cal cul ate the duration that would be necessary for the

polyimde in M. Duron's device to reach a point where

it would degrade to the point that would enable an arc

to occur in his device, is that correct?
"Answer : | can not calculate the amunt
time remaining for the polyimde.

"Questi on: s it possible that had M.

of

Duron's device been inmplanted for 41 additional months,

that the polyimde m ght never have degraded to the
poi nt where it would have enabled an arc?

"Answer: There is that possibility.

And finally, he said that he was at the time

of inmplant at risk of failure, at risk of failure.

cannot give you a percentage of chance on that.

That is simply not sufficient to survive a

summary judgment motion on these product claims. A risk

of a failure is not sufficient.
THE COURT: VWhat woul d be sufficient?
MS. MOELLER: A mal function, an actual

mal functi on. And in certain instances, if there was

a

risk that was so high that it was certain that M. Duron

m ght have -- would have suffered it. And the facts

in
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this case, the undisputed facts, do not support that.

THE COURT: So, | amsitting with this
i mplant, and | read this |ast one, recall, causes
serious adverse health consequences or death. You are
saying that, well, really, unless there is sonme
statistical probability it is going to happen -- in
ot her words, even though nmy doctor is saying, it has got
to go, take it out today?

MS. MOELLER: That is right, Judge, and that
is an outlier case. All of the mainstream cases say you
have to have the mal function, risk isn't enough

Even if you |l ook at the outlier case, the
risk has to be sufficient for that particular plaintiff,
ot herwi se you are opening up causes of action for two
huge groups of people. | mean, if every person who has
a recall device then has a cause of action for strict
liability or negligence or warranty, regardless of the
risk to them regardless of whether or not the risk to
themis increased based on what device was given to
them that would open up the floodgates for product
[iability litigation. And it is inherently unfair in
the context of devices -- the equities just don't favor
it in areas where devices |ike these that save people's
lives and have a | ot of public benefit.

If you |l ook at the case that the Plaintiffs'
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cite, if you read that case closely, it actually
supports the decision that M. Duron is not in the class
of device recipients at a higher risk to whom-- in

whi ch case he should survive a summry judgment moti on.
The Judge in the Larsen case, the pacemaker case where
the plaintiff had his device taken out and had horri bl e,
horrific complications fromthat replacement surgery.

In that specific instance, the Court found
that the decision to replace the device was forced upon
him And that was because of a very specific medical
condition that he had. He was pacemaker dependent. He
could not survive if the pacemaker in fact failed and
there were very few people that fit that classification.

And there was a recommendation fromthe
manuf acturer in that case, was to replace the device
because of the high risk of failure. Contrast that here
where there is no such recommendation from either the
manuf acturer or from FDA to replace the device because
of the low risk that you saw in M. Pratt's factua
presentation this norning.

And there he suffered great surgical
conplications. | was interested to note that they were
t al ki ng about Duron's conmplications this norning, Since
M. Duron is the case that Plaintiff chose to be a

non-conplications explant case. | think there must be
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some confusion there, because M. Duron did not suffer
conplications from his explant surgery.

But, in any event, the facts of Larsen
support the fact that you can't give a wide brush to
establish liability where none should exist. And where
it should exist is if the device mal functions. In this
case it didn't; and therefore, there is no basis for
strict liability, warranty or negligence.

THE COURT: Thank you. And | am certain you
wi |l be back up there again on rebuttal.

Number three? Number three, Ms. Cabraser,
you are up?

MS. CABRASER: Okay. Khan versus Shiley is a

California Intermedi ate Appell ate Court decision from
1990. It hasn't fared very well in California since
then. And it doesn't relate to the factual scenario of
this case.

If you wanted to | ook at a case, the case
that is nost closely on all fours factually with this
case, in terms of a cardiac device that was inplanted,
was expl anted pursuant to a recall on medical device

with physical injuries, that is the Larsen versus

Pacesetter case. And that case also has the nost

t hought ful exposition of the defect concept.

It | ooks at Khan versus Shiley very closely
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and very carefully because Kahn versus Shiley was very

new at the time. Larsen is a 1992 case. Larsen | ooked
at it fromthe standpoint of inplied warranty and held

t hat even though the pacemaker installed in the body of
the patient did not malfunction, it was in defective
condition sufficient to support an action for breach of

i mplied warranty of merchantability, because other units
of the same machi ne had been found to mal function and

t he patient was dependent on it.

And it was necessary to perform surgery to
recover the device to elimnate that risk. M. Duron
was at an elevated risk. The FDA recall letter said so.
The letter he got from Kaiser said so. The letter he
got from Kaiser, which is in the factual materials from
M. Drakulich's presentation this morning advised him
t hat whil e Gui dant would pay for part of the necessary
procedure if his doctor advised it, if he could
wi t hstand the risk, Kaiser would be paying part of it
and M. Duron would be paying part of it. W have
econom c injury.

We have physical injury. You saw M.
Duron's picture this morning. That was an injury. | t
| ooks like an injury. It felt to himlike an injury.
His co-workers and famly testified as to what he went

t hrough, no doubt about it, to get that defibrillator
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expl anted and repl aced, because his doctor, after
consulting with Guidant's sales representative, the one
who dealt with all of the surgeries in Kaiser, the two
of them agreed, M. Fosdick and Dr. Singh agreed that
everybody should have that defibrillator out. And in
fact Dr. Singh testified that he advised all of his
patients to have it out. He took it out. And if they
refused to have the explant, it was against his medical
advice. These surgeries were essentially forced upon

t hese patients, not by anything they did, not by any

i ndependent deci sion anybody el se made, but because they
were in a defective condition.

The majority of them according to Guidant's
own records, were defectively manufactured. They had
manuf acturing defects which could at any tinme create an
arc and a failure when the device was called upon to
functi on.

Now, remember, a defibrillator is not a
pacemaker. A defibrillator is not a heart valve. A
heart valve functions continuously. A pacemaker
functions continuously. You heard that a defibrillator
functions continuously; but, it really doesn't.

What it is called upon to do in a specific
time in response to a specific episode, to shock the

heart, which it can't do effectively if it shorts. You
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can't

test it reliably. You can't examne it reliably

while it is in the body. You don't find out the

condi

tion of that defibrillator until it is explanted.

M. Duron is very |ucky. He had it expl anted.

It is defectively manufactured. Yes, Guidant

performed some tests on it. By the way, it passed some
tests, it failed others. It came back, fail, fail.
That is in our fact subm ssion. There is going to be an

exper

t dispute and there is an expert dispute about what

all of that means. Can Mr. Armstrong, as an expert,

calculate to the Nth degree M. Duron's chances if he

hadn'

t hat

mani f
m ght
m ght
mor e

t hat

t had the explantation and repl acement?

Maybe, it is possible. It is possible that
defective device in a defective condition, in a
ested defective condition, it's just possible it

have wor ked when called upon to do so, and it

have worked nore than once if called upon to do so
t han once. But, we don't know. Who shoul d bear
risk?

We don't live in a Clint Eastwood world where

we say to M. Duron: Do you feel lucky? And we don't

live

in a world where we say to M. Duron: You are a

pretty irresponsi ble person, aren't you?

t hat

Your doctor got a recall notice. Kai ser sent

information to you. And |I don't know what is wrong
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with you. You are some kind of a wuss or sonething.

You go in and you get the device explanted because you

don't want to take that risk. Because we know there is

a reasonably enhanced risk of serious injury or death,

t he FDA says so. But, we don't know for sure you are

going to die of this and we don't know how soon. And

the only way to find out is to die.

That wasn't the

only way to find out in Khan versus Shiley, you can

moni tor heart val ves. If a heart valve isn't fully

functioning, the patient feels it.

yes or no, open and shut, alive or

It is not a simply

dead situation.

There is medical monitoring for heart valves.

When the Shiley heart valve cases were settled two years

after Khan versus Shiley for mllions and mllions of
dollars, mllions of dollars were put into a medical
monitoring fund and other mllions of dollars were put

into a replacement fund, to nonitor

patients and to

effect a replacement. That's a federal settlement from

1992, the case is Bolling versus Pfizer. Unfortunately,

we don't have medical nonitoring for these

defibrillators in any real effective sense. And so, the

only way to mtigate your damages,
risk, to ensure your life and your
recall notice like this if you can

surgery is to get the explantation,

to elimnate your
health when you get a
stand the risk of the

because that is the
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only way you can be sure. That is the only way you can
elimnate the risk.

By the way, if the Khans had litigated their
case four years after they did, they would have had a
recovery on their negligence cause of action. Because
the 1994, the California Supreme Court, not I|Internmediate
Appel I ate Court, recognized a claimfor medical
moni toring and did not require physical injury and did
not require a mal functioning device or product defect.
And said, basically, if you are in a situation where
someone else's negligence has place you at increased
risk of future harm you are entitled to mtigate your
damages and to reduce your risk. And if you can prove
t hat the negligence of the Defendant placed you in that
position of enhanced risk, the defendant is required to
pay you for the costs, for example, of periodic
di agnostic nonitoring so you can di agnose the condition
or assess a risk at the earliest possible time and do
somet hi ng about it.

The problemwith this case is because of the
nature of this device. It is not a heart valve. It is
not even a pacemaker. We can't do medical nmonitoring.
The only effective medical nonitoring is explantation.
And our point is that the costs of that explantation

pursuant to a recall, pursuant to medical advice,
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pursuant to agreement of a Guidant representative that
t hat was appropriate and called for, should be borne by
t he company whose fault caused that sequence of events
to occur.

Potter versus Firestone would award that

money under a California negligence theory if California

| aw appl i ed. Hi cks versus Kaufman & Broad, another

| ater California case would grant damages under an

i mplied warranty theory because Hicks versus Kaufman &

Broad again distinguished Khan versus Shiley and said,

you don't need a manifest malfunction to have a defect.

Hi cks was a case about an allegedly faulty foundati on

conponent that was in homes that m ght or m ght not be
corroding or eroding, that m ght or m ght not cause
massi ve property deterioration at some future tine.
But, it was placing homeowners at risk. And under an
implied warranty theory, all the homeowners, whether
t hey bought their homes from the original devel oper or
not, were entitled to that inmplied warranty recovery.
We al so know that a mal function, or even a

defect is not required to recover under fraud, because

Khan versus Shiley, itself, said so. It at | east said,
common | aw fraud, you can recover. It is about conduct,
m srepresentation, concealment, it is not about a

product mal function. And of course, under the Consumer
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Fraud Statute, the same is true. Khan versus Shil ey

doesn't apply with any precedential effect or force in
M nnesota, and it certainly doesn't apply anywhere,
including California, beyond its very limted, very

uni que fact pattern. And Larsen versus Pacesetter

proves that.

The Khan case was a fear of future injury

case. It wasn't a case to recover the costs of injuries
and damages attendant on a reasonable action taken by a
plaintiff in response to and caused by a defendant's
fault in the dissem nation and inplantation of a product
in a defective condition. It is very tenpting to say,
for a product defect, you have to have a defective
product; and therefore, you have to have a

mal functi oni ng product, because the way to tell if a
product is defective is that it has mal functioned. And,
of course, that is one way to tell. It is not the only
way to tell under either California |law or M nnesota

| aw.

Under the design and manufacturing defect
jury instructions currently in effect based on current
state law in both California and M nnesota, a
mal function is not required. It is not found in the
jury instructions.

California's newly rewritten current state of
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the art patterned jury instruction on manufacturing
defect, which is CACI 1202 -- we call it Casey (PH),

al though it is probably properly pronounced khaki (PH),
we just don't want to go there -- explains a

manuf acturing defect. A product contains a

manuf acturing defect if the product differs fromthe
manuf acturer's design or specifications or from ot her
typical units of the same product |ine.

M. Duron's product contains a manufacturing
defect under California law. The same is true with
respect to M nnesota | aw. And M nnesota's instruction,
which is CIVJIG 75. 30 on manufacturing defects call ed,
"Deci ding when a product is defective," because this is
a question of fact. A product is in a defective
condition, unreasonably dangerous to the ordinary user
or consumer if he or she could not have anticipated the
danger the product created. In deciding if the danger
could have been anticipated, assune the user or consuner
had the know edge comon to the community about the
product's characteristics and common use, and finally
the defect in the product may be caused by the way it
was manuf actured, assenbl ed, inspected, packaged and
tested.

There is dispute about the post-expl ant

condition of M. Duron's specific device, if that were
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the sine qui non of a product defect claim It isn't
with respect to any of the other claims, under M nnesota
or California | aw. Even then, summary judgment could
not be granted because the testimony is disputed. There
is an indication, for exanple, that the reason the
pol yi m de does not | ook as degraded or cracked as it may
be is that it was smeared with medi cal adhesive.

It is not possible to go farther than that or
necessary to go farther than that to ultimtely decide
the precise condition of that device. The problemwith
t hat device is you could test it today. It m ght work
or it m ght not work. If it doesn't work, that proves

conclusively it mal functioned, if that is the test.

But, if it does work, that proves nothing, because it
has to work every tinme. It has to work when it is
called on to work. It has to work when it is in the

body of M. Duron. And whether or not it would have

wor ked, whether it was reasonable for M. Duron to take
the increased risk and hope it worked, M. Armstrong
couldn't go there. The experts can't go there. Nobody
can tell himthat it is nore reasonable than
unreasonable to keep that device in his body,
post-recall, and hope it works, notw thstanding the fact
t hat nost of the units had manufacturing defects.

Al'l of them had the design defect of
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polyi mde and there had been failures resulting in death

and serious injury. | f M. Duron had toughed it out and
said, no explant for me. | am going to take my chances.
| like them | don't care what nmy doctor says or the

Gui dant sales rep says or the FDA says or Kaiser says, |
am going to take ny chances. And if he hadn't been
lucky and if he had a wrongful death claimin this Court
t oday, would the defense be assunption of the risk?

THE COURT: Failure to mtigate?

MS. CABRASER: Failure to mtigate? W
wonder . But, that sounds |i ke where these arguments are
going and we don't think that is where the |l aw strikes
t he balance. We think a jury could strike the bal ance
el sewhere. And we think under either M nnesota or
California law, we are entitled to go to the jury and
ask the finders of fact those questions.

THE COURT: Let me ask this. | will probably
ask Ms. Moeller the same question. What, then, beconmes
the -- and I am not suggesting by the question that you
really haven't answered it from Plaintiffs' point of
view, and that is true of when | asked the same -- the
same thing would be true of Ms. Moeller. But, if
somebody who just walked in, and I'm not thinking of
anyone in particular out in the audience, was |listening,

t hey would say, well, the Iawyer up there sounds very
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convincing, Ms. Cabraser, but | wonder what the
triggering event is because | hardly ever heard the word
mal function. And then if they were here for Ms.
Moel |l er, they would say, she used the word mal function
more than any other word during her presentation, and so
we wonder what the triggering event is, because they
argued about -- they address the same issue.

| guess -- you hardly touched on the word
mal function, and | am certain there is a reason for
t hat .

MS. CABRASER: Because a mal function is one
way, but not the only way to prove a defect.
Mal functi on and defect are not synonymous. They are not
synonynous in California | aw. The little excerpt that

you saw from Khan versus Shiley seens to suggest that.

But, if you read the case in chief and its fact pattern,

and you read the Larsen versus Pacesetter and its fact

pattern, if you read the later California cases and

their fact patterns, and if you read Potter versus

Firestone, which deals with mtigation, the

responsibility to do that and the compensability of

t hose costs and damages, you see that it is |like the
worl d of Venn diagrams where the mal function is a very
small circle. A defect is a larger circle. And you

prove a manufacturing defect as the California and
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M nnesota jury suggestions instruct. You prove a design
defect by showi ng that what the design of the device

| eads to these heightened risks, unreasonable risks of
product failure. And you have to assess those risks
based on the consequences. That is what the M nnesota
jury instructions say, as do the California jury
instructions.

If the risk of harmis, you know, your car
your car radiator may fail prematurely and strand you at
the side of the road, that is a different risk in terns
of going in and getting your car fixed pursuant to that
recall, than if you are the car and something inmpl anted
in you could fail at any moment with fatal consequences.
And to say that the conpany that put you at that peri
by selling a device that has that defect is not |iable
for any of the reasonable costs, for any of the
expenses, injuries and damages that occur because you
t ake the responsible actions that you are advised to do
in response to learning of the risk, which the company
knew, but didn't disclose, you have to | ook at all of
t hose things.

What we know, after the fact, fortunately,
because M. Duron did have the explant is that the
devi ce does have defects. It does have a manufacturing

def ect.
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We know it didn't mal function, because he is
alive. And being lucky, despite a manufacturer's
defective design, defective manufacture, fraudul ent
conceal ment, negligence, is not the sole |egal remedy.

M. Duron is lucky because he did what he
shoul d have done and his doctor told himto do. He had
to do that because of what Guidant did and failed to do.
And the costs of that lie with the manufacturer who
caused the harm And you have to | ook at that on a
factual basis. You have to |l ook at it on a case-by-case
basis. When you do the calculus, it may be different
bet ween a non-safety related autonotive defect and
recall, to a safety-related nedical device recall. W
are at the very high end of the scale, here, because we
are dealing with a device that can't be nonitored on a
daily basis. You can't tell if it is gradually failing.
You can't see while it is in the body whether or not the
polyi m de is degradi ng, whether the adhesive has conme
of f, whether the wires are touching. Al'l you know is
how t he device is when it goes in, which nobody was told
to look for, and what it |ooks Iike after it has conme
out . And in between, the risk is entirely on the
patient.

And when a manufacturer's conduct or product

causes that risk and the patient expends noney,
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undergoes physical injury, suffers enotional distress,
then the process of doing the responsi ble and prudent
thing to elimnate or alleviate that risk, a jury is
entitled to decide under M nnesota or California | aw
that all or a part of that cost should lie with the
manuf acturer.

THE COURT: Thank you. Ms. Moel |l er?

MS. MOELLER: Judge, | think I can answer
your question about the disconnect between the use of
the word defect and the use of the word mal function.

Khan, the leading California case, we cite
numer ous ot her cases in our brief that go along with

Khan. A California case, plaintiffs argue, the owner of

a product functioning as intended, but containing an

i nherent defect which may cause the product to fail in
the future has a cause of action against the

manuf acturer.

Plaintiffs are m staken. You can't get to a
cause of action sinply by alleging a defect. The defect
has to cause an injury. The defect has to manifest
itself in a way that causes harm In M. Duron's case,
it is undisputed that that did not happen during the
entirety of the three and a half years that it
functioned appropriately in his body.

There are several factual errors that | want
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to try to clean up. One thing that Ms. Cabraser said
that is just sinply flat out wrong is that
defibrillators are not pacemakers. In fact, they are.
They have both functions, defibrillation therapy and
pacemaker therapy. We took M. Duron's medical records,
and we have outlined and it is in our brief, show ng the
functionality of M. Duron's device during the entirety
of the time he had it. He had numerous checks. At
every checkup his device was checked and found to be
functioning appropriately, and there were times when it
also treated him The truth of the matter is that is
irrelevant to this notion, because -- in terns of
whet her it was continuously functioning or not. The
rel evance is that it worked appropriately and it did not
mal functi on during the period of time that he had it.

In terms of the risks that M. Duron faced
and the argument that he was |lucky, we are glad that M.
Duron did not have a malfunction, there is no dispute
about that. But, the concept of whether or not he had
to take his device out and whether or not that is
conmpensable is what we are here to talk about. And the
fact of the matter is, because he got a device that did
t hat not mal function, that didn't cause his harm he has
no causes of action for summary judgnment, warranty, and

strict liability.
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Now, | do agree with Ms. Cabraser, fraud is
not thrown out under Khan, that cause of action
survives. But, the others, without a malfunction, do
not survive.

Tal ki ng about the risk to M. Duron, these

are man- made conplicated devices. Every patient who

gets a defibrillator is at risk that that device m ght
not function when that person needs it. That is just
the i nherent nature of the device. It can't be made

completely risk-free. And in fact, what we have seen is
over time, the risk of having this device for this
specific failure mechanism are astronomcally | ow. | t
is an incremental risk of this arcing happening.

Ms. Cabraser said that there is some question
about whet her or not M. Armstrong could talk about
whet her there was degradation on the polyimde tubing.
That is not correct. | took M. Arnmstrong's Deposition
and asked him specifically that question.

The medi cal adhesive in the header inpede
your ability to determ ne whether or not there was
pol yi m de degradati on?

And he said, it did not. He was able to see
what he needed. And he said, he saw no degradati on. He
said that there was sufficient degradation (SIC) in the

pl ace to prevent an arc, and he could not predict when
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or if an arc would occur in the future.

MR. PRI CE: | nsul ation

MS. MOELLER: What did | say?

MR. PRI CE: Degr adati on.

THE COURT: What did M. Price say?

MS. MOELLER: He said that | said degradatio
instead of insulation. Apparently everybody up there is
asl eep because no one el se noticed.

THE COURT: | was just seeing if M. Price
woul d get it, that is all. It is that wear-down factor.

MS. MOELLER: Just a few other points. Ther
is no dispute about the post-explant testing, Judge.
M. Armstrong had no opinions regarding that at his
deposition or in his report. The post-explant -- he
agreed there was nothing in the post-explant testing
t hat indicated there was a problemwith M. Duron's
devi ce.

In terms of the decision to explant, it is i

our brief, but | just wanted to point out that M. Duron

had decided in advance of going to see his doctor that

because of fear of future failure, he wanted to get his
device out. The Kaiser doctors had come to a business

decision that because the conpany was offering a

suppl emental warranty program that they would expl ant

all of their patients so they could get a free device.

n

e

n
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And so, Dr. Singh also specifically testified
t hat he didn't weigh any risk, specific for M. Duron,
in determ ning whether or not M. Duron should be
expl ant ed.

What the plaintiffs are asking you to do, and
M. Pratt touched on it earlier, is to expand products
liability cases where no one el se has gone before to
simply a recall providing a cause of action for products
liability, warranty and negligence in the absence of any
mal functi on causing an injury. It's not the | aw. It is
not good public policy. And it is contrary to the
numer ous cases that we cited in our brief.

The Larsen case that | touched on earlier and
that Ms. Cabraser tal ked about, the thing |I did not
mention, that is actually a Hawaii case. It is not a
California case. It is a Hawaii case. And it is really
the only one out there that finds the way it did. And
if you read that very carefully, it seems to be a very
result-oriented case. And it talks about it is applying
different public policy issues in this specific and very
l[imted set of circumstances. And in fact, one of the
i mportant points upon which the Court rested its
decision was the fact that this decision inmpacted a very
limted class of recipients. It was inportant to that

Court not to open up causes of action for an unlimted
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cl ass of device recipients.

And unl ess you have anything further, Judge?

THE COURT: Wbuld you like the |ast word
before we -- what | thought we would do is take a --
hold to 10 m nutes stretch/restroom break after Ms.
Cabraser, and then finish up the -- | think it's one
more, unless | m scounted?

MR. PRATT: Punitive damages.

THE COURT: Punitive damages, and that should
give us a couple of mnutes after any other housekeepi ng
matters. So, Ms. Cabraser?

MS. CABRASER: Thank you, Your Honor. There
is a huge factual record on this case and there are a
| ot of disputed facts. | think one thing that can't

fairly be disputed is that despite what you heard about

the defibrillator and the fact that it may have sone
pacer functions, M. Duron's defibrillator was never
called upon to fire as a defibrillator while it was in

his body, fortunately. He got it taken out before it
was called upon to do so.

By the way, M. Duron actually has a Khan

versus Shiley type claimnow. He hasn't asserted it,

there is no reason to do it, although it bothers him
quite a bit. His replacement device, the name of that

device, the Vitality device, is now on the recall 1|ist
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as of April of 2007, | think.

It is not his serial number, so his

particul ar device hasn't been recalled, yet. That is
t he Khan claim | am worri ed. | am worri ed. | am not
doi ng anyt hing about it, but |I am worried. He hasn't

asserted that claim He has asserted the claimthat
i nvol ved a defect and a real injury.

Khan versus Shil ey does not affect or limt

warranty clainms, implied warranty clainms in California.

Hi cks versus Kaufman & Broad case made that very clear.

There is an extensive discussion of Khan versus Shil ey

at pages 920 through 922 of that decision. And
actually, the case that applies is another California
case, the Anthony case that involved a whole |ine of
products, tire rims, | think, most of which never
actually failed or mal functioned, but all of which
suffered froma breach of warranty and merchantability
and all of which were replaced at the conpany's expense.

Finally the Bolling versus Pfizer cite. The

Pfizer settlement that involves the medical nmonitoring
fund and the procedures and replacenment procedures for
the Shiley heart valve is 143 FRD 141.

The settlement is quite conplex, and we cite
that only for the proposition to reinforce the point

here that a heart valve is a nonitorable device. And
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your choices aren't limted to take it out or suffer
i rreparabl e consequences.

And so, in that situation, where the election
was made not to replace the valve and there hadn't been
a mal function, the Court was faced with a tort that did
not involve any physical injury or economc |oss, but
was a pure enotional distress for fear of future heart
claim that is not our claim

Finally, Larsen versus Pacesetter was indeed

a Hawaii case, the Hawaii Supreme Court, don't hold that
against it. Hawaii follows California |aw. And this is
not a mere policy discussion, this is a multi-page

anal ysis of the Restatenent Second of Torts, and the

| eading California case, Greenman versus Yuba Power.

This Court was a very careful Court not to go
off on a policy tangent, but to |ook at the facts before
it, which are the closest facts of any other reported
decision of a high state court to our case, and to
ground its analysis in the good ol d-fashi oned
Rest at ement Second of Torts, which is what California
follows to this day, and which is also entirely
consi stent with M nnesota | aw.

So, this is not an extension of traditional
exi sting product liability tort law in either state.

This is merely bringing those established | egal
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precedents and those principles to bear on the facts of
this case, which, like it or not, are not the facts of

Khan versus Shil ey.

THE COURT: Thank you

| can tell you have got somet hing on your
m nd, Ms. Moeller.

MS. MOELLER: Just to be clear, M. Duron's
current device is not recalled, it is not on the recal
list. And the Plaintiffs knowit. There is a |ook-up
tool, and you can find that out. And M. Duron's
current device is not recalled. And what they are
asking you to do is to open up the floodgates for any
device that is recalled, and any person then can bring a
cause of action. That is just not the current |aw, nor
should it be.

There has to be sonme type of malfunction,
something that leads to an injury in the plaintiff. You
can't just allege a defect or allege a recall, and then
have a basis for a lawsuit.

In this instance, the decision to be
expl anted was not forced upon him The FDA did not
recommend explant with the risk that this device, this
failure mechani sm has. Guidant didn't recommend it and
hi s own physician did not contenmplate any kind of risk

anal ysis when the decision was made for himto be
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explanted. And the facts of Larsen really aren't even
close in terms of injury. And it was not simply the
fact of an explant that the Court found was an injury.

It was the fact there were very significant
complications, including nultiple surgeries, infection,
mul ti ple complications, and | eads having to be sewn into
the man's heart, that were what was the turning point in
t hat case, and the fact that he had no choice.

In this case, M. Duron was not exposed to
any increased risk. W saw the low risk nunbers this
morni ng. And he clearly had no mal function in his
device. That basically ends the inquiry on this for
this notion.

THE COURT: Deem it submtted. Let's take
ten mnutes. Try to hold to that so we can get -- |
t hi nk some of you have people comng to pick you up or
sonmething at five -- if you would like to stay the
eveni ng, we could arrange that.

(Recess.)

THE COURT: You may be seated, if you wi sh.

We can proceed with punitive damages. Are we
saving the best for last, M. Pratt? O how does that
wor k, exactly?

MR. PRATT: | don't know if you are talking

about the motion, the argument or the counsel.
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THE COURT: | didn't single any particul ar
t hi ng out.

MR. PRATT: Well, it has been a |ong day,
Your Honor. We have heard lots of things. The time

limts have kind of gone by the wayside a little bit.

THE COURT: Well, you know, | think for the

most part, though, I mean, if you would take out, not at

your request, but my kind of propensity to |let people go

back and forth a little bit, which with few exceptions
al ways find that nore hel pful than not.

We have been in the ballpark, | think
Actually, with all due respect to Webber, they ran out
of money in this building right when they finished it
up, or cane close to it. So, they went |ow end on the
sound system So, another issue that no court -- at
| east we haven't dealt with as a district, usually with
a cell phone or blackberry or something, if you are so
many feet away from a m crophone or a pickup, it won't
be the constant buzzing |like we have had today, but
these systens in this building seem nmore susceptible to
it than | think the higher quality system the |ess
interference you get. These you have to be a ways. I
actually stopped bringing ny blackberry and cell phone
in here, because even sitting here, they nust trigger a

buzz or something, and it is just not a vibrate, it is
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just a signal. These systens in this building are about
the worst | have seen for that.
MR. PRATT: Yeah, | have noticed that, too.
THE COURT: | think we are in the

nei ghbor hood, so --

MR. PRATT: Okay. Well, et me get going.
The final notion, Your Honor, we are here to argue today
is our motion to strike the punitive damage claim W
have heard lots of things today. And | have watched
documents being put up there from the marketing group,
mean, joking documents about money hungry, that is all
they were. And they get presented as if this is what
this company is made of. This conmpany that goes to work
to make devices better and better and | ooks at devices
as they come back. And we get hit with a joking memo or
slide in open court as if that represents the conpany.

There has been, | think, sonme
over zeal ousness, here, in presenting sonme views, but I
want to try to bring things back to the punitive damage
cont ext . | have never been in very many cases in which
there is not a request for punitive damages. And |
think there is always the question to be raised, well,
is this the kind of case that is appropriate for
punitive damages? | think here, resoundingly, the

answer i s no.




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

216

There is an extraordinarily high standard for
punitive damages. You have dealt with punitive damage
i ssues before in Mnnesota. You have dealt with themin

the case of Schwartz versus Thomas, in which you said,

even despite the fact that there were factual issues,
the evidence presented to you was not high enough to
justify adding punitive damages to the case. This is a
California standard. Punitive damages are disfavored
and are granted with great caution because they lead to
excess conpensation for the plaintiff, beyond
compensatory damages.

The purpose is to punish a wrongdoer for the
conduct that harmed the plaintiff. W are going to keep
com ng back to that. Constitutionally, that is the
focus. What is the conduct that harmed, harmed M.
Duron? And when did that occur? And that is what I
want to focus on here, Your Honor. | want to tal k about
t he standards that we have to follow, which is clear and
convincing evidence, extraordinarily high standard. And
in California, it has to be one of three things: Ei t her
mal i ce; oppression; or fraud.

Mal i ce, meaning you intended to cause harm
Gui dant never intended to cause harm That it
constitutes despicable and willful and know ng disregard

of the rights and safety of another? That evidence
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isn't here.

Oppression, despicable conduct exposing cruel
and unjust hardship and knowi ng disregard to the rights
of Mr. Duron, the Plaintiff?

Fraud, we intentionally m srepresented or
concealed a material fact intending to harm M. Duron?

Those are the kinds of standards we are
dealing with here. And they are not |ight years close
to the evidence in this case. | am going to spend some
time tal king about the evidence in this case.

' mgoing to first talk about the evidence
before M. Duron's inplant was placed on March 9 of
2002. There was |law we cited in our brief that that is
the operative time to focus. What did Guidant do? \What
have they done before that date? And when you take a
| ook at Plaintiffs' punitive damage cases, virtually al
of them deal with know edge and conduct well before the
plaintiff got exposed to the product, and a real injury
for the plaintiff. That is what those cases are |ike.
These are not those kinds of cases.

Before March 9 of 2002, what we had was an
FDA- approved device deemed to be safe and effective by
the FDA. We had a warning that acconpani ed that device
t hat sai d: This device may fail and not deliver

t her apy. It came with that warning.
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There was one arcing report before M. Duron

got his device, and that was the one on February 1,

2002, an incident that was still under investigation at

the time he got his device. Plaintiff was advised of

the risk of the 1CD by his physician Dr. Stephen

Hi ggens. Dr. Higgens' Affidavit has been submtted

her e

in terms of his know edge, that he would not have wanted

to know of that one report out of thousands of devices.

It is not meaningful information to him And he would

not have done anything different had he known of that

report.

So, if you |ook at before the date of
i mpl antation, there is virtually no know edge there
justify anything |ike punitive damages. It is
implicitly conceded by the Plaintiffs, because they

don't spend much time tal king about the pre-inmplant

to

conduct. All they want to tal k about are things that

happen after the inmplantation. They want to tal k about

t hi ngs that happen to people other than M. Duron.

They

want to talk about M. Oukrop. They want to tal k about

the few i nstances of failures that occurred, because he

didn't have the failure and he wasn't hurt. And t hese

t hings didn't happen before his inmplant was pl aced.
Those are the constitutional limts that

into play on this. But, | want to spend some tinme

come
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tal ki ng about the post-March 9, 2002 conduct because
they talk about it, and they distort it. And |I want to
be sure the record is clear about what this conpany did
and what it knew in 2002 and beyond.

And what it knew was, in April of 2002, they
made one small change in the manufacturing process, an
engi neering change order on April 16th, 2002. At that
poi nt they had two reports of problems with this device,
short-circuiting in the header, one in the field, one
after it was taken out of the patient on the bed. So,
they really had one clinical failure within a patient.
The patient that got shocked, who came out wi thout an
injury, that is what was going on in April of 2002 when
the company is still in the process of trying to figure
out what is going on, here. W know we have a
short-circuit. W know there had to have been an
i nsul ati on breach, but we don't know what caused the
i nsul ati on breach. We don't know why it occurred in 1
of 10,000 devices. We don't know that. We know it is
occurring so rarely, it is well under the FDA
reliability projections on an inmplant failure per nonth.
We didn't know that there would be future failures, and
if so, what the incidence would be, because the root
cause was still being determned. And we didn't know

what the further investigation that the conpany was
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doing in April

of 2002 and beyond would show.

So, the idea that we had information in April

of 2002 that would have been meani ngful to doctors is

absol utely unt
our experts.
gi ve doctors,

t hat have fail

rue. Dr. Higgens supports that. So do
There is no nmeaningful information you can
if you say we have 1 out of 10,000 devices

ed, we don't know why, we don't know why

t he i nsul ati on breached, we don't know what you can do

about it. That is the kind of non-nmeani ngf ul

informati on that even today, | think, the experts would

say, there is

no reason to support it. Even their

experts say there wasn't any obligation to do this

before April of 2002 to make a notification of the

company. So,

i nvestigation

there was the change made as the

conti nued.

Why do | say the investigation continued?

Why do | say t

hey were still focusing on it? This

document, June of 2002. They showed a docunment this

mor ni ng that t

hi ghl i ght that

hey highlighted -- that they didn't

they said the risk was very low in that.

In this document we say we are still trying to figure

out what is causing this. Could it have been a problem

in the manufacturing of those two devices? Couldn't it

have been something el se?

Furt her investigation was underway to assess
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the effectiveness of the change that we made on April
16th of 2002. Proof, Your Honor, that on April 16th,
2002, the date they say we should have told the world
about this, and we should have never sold another
product made before that after that date, we didn't know
what caused it. W were still investigating it and we
were dealing with an inplant failure of 1 in 10, 000.
That is what we knew in June of 2002. That is not
punitive conduct. This is laudatory conduct by the
company who is trying to figure this out based upon an
extraordinarily |l ow number of failures.

Coul d the conpany have said that the devices

made on April 17 were better than the devices made on
April 14? They couldn't have said that because there
was no basis to say that. And if it would have been

said, the evidence shows it would have been untrue, Your
Honor . Because based upon what | showed you this
morning, reliability between those made before April
16th and those made after April 16th is essentially the
same statistic.

So, the argument that we hid information is
absolutely untrue. W were trying to figure out what
was going on, in evidence of the fact that we continued
to |l ook for ways to resolve this problemas rare as it

was, so that in November of 2002 we made yet one ot her
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change to this, a change we advised the FDA of in the
next annual report. W put a little insulation around
t he backfill tube.

The point of this is that from April of 2002,
May, June, July, August, the conpany was continuing to
sell these devices that were made before April 16th
because they still had not figured out what the cause
was. There was certainly no trigger date there for them
to notify physicians, or to do anything about
wi t hhol ding the inventory. | think it is a critical KAL
event, Your Honor, to keep in mnd that this company was
investigating, monitoring this through the period of
time of 2002, also inportant to point out that none of
this affected M. Duron.

M. Duron's device was in place during this
time. None of this had a direct effect on him  \Whether
we woul d have told him November of 2002, November of
2003 or May of 2005 would not have changed his
situation, whatsoever. So, this conduct went through
2002. We continued to nmonitor the trend after November
of 2002, continued to watch it, continued to get a few
isolated rare reports that this was happeni ng.

Again, no death or serious injury before M.
Oukrop in March of 2005. And when you take a | ook at

this in March of 2005, what you had was the chart |
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showed you today, which shows the inplant failure per
month being fairly stable across the bottom there,
compared to what was the projected inmplant failure per
month at the top, the red line, a dramatic difference.
This is what the conpany knew.

The conmpany knew that this in May of 2005
after the very first death or serious injury with young
Oukrop that was mountain biking up in Moab, Utah, and
suffered an event, the device short-circuited. And it
was eval uated by the company. And we started
di scussions with his physicians, Dr. Maron and Dr.
Hauser, because they wanted to talk to the company about
what was known about it.

We gladly went to Drs. Hauser and Maron. W
tal ked to them about what we knew about this. W told
t hem about the low incidents of this report. W showed
t hem evidence that this is one of the nost reliable
| CD's ever made and we tal ked about patient safety with
t hem Your Honor. We talked about patient safety. Drs.
Hauser and Maron thought patient safety was pronoted by
the idea of giving all of this information out to the
doctors so they could deal with patients.

Gui dant's position was, again from a patient
saf ety standpoint, that when you provide information to

doctors about | ow frequency failures that may drive
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unnecessary explants, you are going to increase a
greater risk of problems in the patient population
because they can run the risk of getting infections, and
sometimes those infections can cause death. So, there
is a balance even today over what is the trigger point
bet ween what you tell doctors and what they can do with
it, because there's increasing evidence fromthe
published literature that the conplication rate with
unnecessary explants may be 2 percent, may be as high as
5 percent in one study out of Canada published in the

Journal of the American Medical Association, as high as

8 percent. That is the balance. That is what is going
on right now as a part of the discussion. That was the
ki nd of discussion that was had with Drs. Maron and
Hauser .

This is the conmparative failure rate | showed
you this morning, which sort of puts into context this,
and it sort of keys to some things that Ms. Cabraser
said, and that is, well, you have this arcing failure
here of .1 to .13 percent. That is extraordinarily |ow.
It is |ow. But, you also have the background risk of
failure, industry-wi de, of 1 to 2.65 percent, or
what ever it happens to be, that is just the HRS numbers.
So, the point is that anybody who has got a device in

this room including M. Duron's new device has a
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background risk of failure that is probably higher than
the .42 percent that we have with the PRI ZM 2. You
can't monitor for that.

If I have a defibrillator in my body, there
is no way that I am going to go week to week, nonth to
mont h, year to year, that it is always going to be
t here. You can't nmonitor for that. That probably
creates anxiety.

And if you tell M. Duron, or any other

patient -- you tell me. Let's put nme. You tell me, M.
Pratt, you have a 1 percent chance of your defibrillator
failing, how does that make you feel? Well, | wish it
were none, but | understand that. And the risk of it

arcing is .1 percent.

So, | have a background risk of failure of
what ever cause of 1 percent, | have an arcing failure
risk of .1 percent. Why is that .1 percent going to
drive me to the doctor to have this thing taken out of
my body when the risk of background failure is so much
greater than that? That is the context in which these
issues, | think, have to be addressed. That is, if it
is aoneina mllion chance that you know, and you have
a background failure rate of 1 percent, why does the one
inamllion trump the 1 percent? Those are the kind of

consi derati ons we have. The di scussion we had with Dr.
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Maron and Dr. Hauser, do we conmmuni cate? The FDA had
received reports on all of these failures, had received
reports of the changes we had made in April of 2002 and
Novenmber of 2002 in the MDR subm ssions we made. This
is the exanple of the one | showed you, of one in 2003
where we told them of the event and the changes.

| want to go through this quickly, Your
Honor, because | know we have got time limtations, but
there is the argument out there that the only reason

Gui dant communi cat ed was because the New York Ti mes was

going to conme out with an article, so therefore we
reacted to that. That is sinply not true. And | am
going to give you in about a mnute a nuch nmore extended
needed di scussion of this issue, but this is eight days
in May. This is May.

Remember, on May 23rd, we sent a letter to
t he physicians on the 1861. We started having
di scussions with Dr. Hauser and Dr. Maron in the early
part of May.

We agreed with them we, Guidant, that we
woul d col | aborate on an article with themin which we
di scussed M. Oukrop's death. We would discuss the 1861
short-circuit failures. We were going to agree on an
article that would have an accel erated publication. I n

fact, there was an article prepared. It was published
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in late May online. So, that is the time frame we are
tal ki ng about. Gui dant said to those doctors, we wil
agree to coll aborate on an article. That was on May 12.
On May 14th, we started preparing drafts of editorials
that will accompany them so that not only are they
going to get the article that we are coll aborating on,
we are going to submt an editorial that provides nore
detail about the incident to be published at the same
time.

We al so, then, on May 17th start talKking
about getting together with Dr. Hauser to work on the
mechani cs or the technical aspect of this. W confirm
internally we are going to help him On May 18th --
this is a critical day. On May 18th, Dr. Joe Smth our
Chi ef Medical Officer, May 18 is a day before we heard

anyt hi ng about the New York Times being interested in an

article, had not heard about it at all. May 18 our

Chi ef Medical Officer Dr. Joe Smth says, | think based
upon the devel opnents we see, that there is going to be
a publication. W're going to do an editorial. Based
upon that, | believe we ought to communicate with
physicians. And they started drafting a "Dear Doctor"
letter. And they went through a draft of the "Dear
Doctor" letter. They were working on it and that is

when they heard the New York Times was going to come out
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with an article. So, we decided to communi cat e,
certainly collaborate with the Doctors, Maron and

well before the New York Times became invol ved.

heard the New York Times was going to publish an

article, we had a fairly decent sense it probably
going to give the whole story. So, the company s
have got to get this information out to doctors b

they read it in the New York Times, because it is

to scare patients. So, we accelerated the sendin

Hauser

Once we

wasn' t
aid we
ef ore

goi ng

g out

of the Dear Doctor letter, did it on May 23rd. The New

York Times article came out on May 24th. So, the

we sinply reacted to New York Times is not true.

i dea

This, Your Honor, is not punitive conduct.

When you take a |look at the low failure rate we are

dealing with over time, when you take a | ook at t

he fact

that there is the background warning that acconpani ed

this device fromthe very begi nning, when you kee
m nd that the failure rate of this device, overal

now is .42 percent, none of this amunts to malic

pin
|, even
e, none

of this anmounts to oppression, none of this amounts to

fraud directed to M. Duron.

This was a company that was trying to
with this information over time. At any given ti
medi cal device manufacturer is going to have with

respect to any product line certain failures that

deal

me, any

t hey
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are evaluating. That is just the nature of the
busi ness.

And as you eval uate those, you don't tell the
doctors every tinme you get one. Doctors say, we don't
want to get an e-mail from you every day saying, hey, |
have got something else in the field. So, | think there
is a sense out there, certainly from our standpoint,
that we conmplied with the reasonabl e and expected
communi cation criteria. W honored them And that when
you take a | ook at the constitutional principles here,
it is that you cannot punish a defendant for injury it
inflicts on non-parties, that is the WIlliams case, the
brand new one. So, when they conme in, they talk about
everybody else. They talk about circunmstances that are
conpletely unrelated to M. Duron, a guilty plead from a
sister corporation out in California that the people
here in Arden Hills had absolutely nothing to do with,

t hat has no bearing on any punitive damage conduct
toward M. Duron. The failures that -- they talk about
the failures M. Duron didn't have. They talk about M.
Oukrop. Clearly we are not here to talk about his case.
They are trying to take this mnimal risk of failure,
much smaller than the background risk of failure that
M. Duron was facing fromthe mere fact that he had an

i mpl ant abl e defibrillator, and springboard that into a
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punitive damage opportunity for everybody caught up in
the recall. If this argument they are maki ng applies,
t hat means not only that everybody who gets a recal
notice is going to have a right to sue, but they then
can use that as a springboard to seek punitive damages,
not because of sonmething that happened to them but
based upon conduct that is unrelated to what happened to
them and after the fact of their inmplantation. That
sinmply cannot be the | aw. It certainly doesn't make
| egal sense. It doesn't make public policy sense, and
it doesn't make comon sense. So, the unrelated conduct
t hat we hear about here, the idea that maybe sone
devices made before April 16 were sold after April 16,
told you why the company did that. What does that have
to do with M. Duron? His device was made well before
March 9 of 2002, when he had it inmplanted.

What does Mr. Oukrop's situation have to do
with M. Duron? M. Oukrop's device failed. M.
Duron's did not fail. And | think we have to take a
| ook at, sort of, the overall context of punitive damage
| aw, which we discuss in our brief, Your Honor. And I
amtrying to keep this as short as | can, because
factually there is no basis for punitive damages in this
case.

| don't think it is close to the creati on of
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a meeting of the standard of malice, oppression and
fraud required under California | aw. It comes nowhere
close to clear and convincing evidence, even if
M nnesota | aw were to apply. The sanme principles come
into play, and punitive damages woul dn't be appropriate
there, either. This is not the case for that, the
injection of punitive damages.

The conduct that Guidant directed toward M.
Duron was reasonabl e conduct. W provided himwith a
device that was anmong the nost reliable ever made. | t
did not have a manufacturing defect. And it served him
well the entire time he chose to have it in him And
t he bad acts toward others, it has no nexus to the type
of injury that he is claimng here. And under WIIlianms

versus Philip Morris under the Gore cases, under the

jurisprudence we just discussed, including State Farm

this case does not justify the injection of punitive
damages, Your Honor.

So, | will see what M. Drakulich has to say
and | would be pleased to respond to any questions you
have or respond to M. Drakulich.

THE COURT: All right. Just one question
that | think you may have answered. You are not
suggesting the result is any different whether it is

M nnesota or California. You have inmplied that the
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California standard, as you define malice, may be -- may
or may not be, but you are saying, one, under either one
they are not entitled it; and secondly, they are
somewhat simlar, and | think we will probably then
agree to California or M nnesota.

MR. PRATT: | will say that there is no basis
for punitive damage either state's statute. | think,
t hough, that if we end up having to proceed with this
case, and | hope the notions today will perhaps
elimnate that possibility, we are going to have to
really sort out which state's | aw apply, because they
really do have different principles that conme into play
from an instruction standpoint.

But, it really doesn't make any difference.
When you take a | ook at the law, you | ook at the cases
they cite, they are nowhere near anything that we have
in this case, but the instructions mght ook a little
different, Your Honor.

THE COURT: Al'l right.

MR. DRAKULI CH: Good afternoon, Your Honor.

THE COURT: Good afternoon.

MR. DRAKULI CH: You asked earlier, did you
save the best for last? |In ny case | am going to,
because | am going to allow Ms. Cabraser to follow ny

argument . So, if I go on a little bit long, then | am
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going to have -- M. Lesser is going to pull me aside so

| can reserve time for the best for |ast, and she wil

address the law with respect to Plaintiffs' position,

Your Honor.

THE COURT: " m not sure, actually what

just said.

you

MR. DRAKULICH: Well, you were asking about

the best for | ast.

THE COURT: But, |I'm not sure about kind of

the tag team that is what |I'm --

MR. DRAKULI CH: Oh, I'm sorry.

THE COURT: The two of you, what you are

going to address and what she is going to address.

| can tell by the reaction of counsel over here, it

And

i's

the first time maybe they have heard we are going to

have two | awyers arguing the same noti on.

MR. DRAKULI CH: | was going to address the

facts for ten m nutes she was going to address the | aw.

THE COURT: All right, I will do that.

MS. CABRASER: Three m nut es.

THE COURT: \What did you say, Ms. Cabraser?

MS. CABRASER: ' m sorry. | will address the

law in three m nutes.
THE COURT: In three? Go ahead.

MR. PRATT: Could I be the timekeeper,

Your
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Honor ?

MR. DRAKULI CH: You usually are.

THE COURT: Go right ahead.

MR. DRAKULI CH: Thank you, Your Honor. You
al so asked the question, does it matter whether it is
California or M nnesota? And having tried, and been
involved in punitive damage cases in both states, | can
tell you with this evidence, Your Honor, it is clear and
convincing and it nmeets the standard for both California
and M nnesot a.

We earlier discussed the Medical Advisory
Board, and what their own board's opinion of the conduct
of Gui dant . Do you recall that slide, we tal ked about
defective brakes?

THE COURT: Uh- huh.

MR. DRAKULI CH: Well, M. Pratt spent a | ot
of time tal king about Dr. Hauser. He is not here to
speak for himself, so | amgoing to | et one docunment
speak for him if | may.

| am going to read on the elmo if | may, Your
Honor . This is a letter dated May 27th that Dr. Hauser
wrote to the FDA.

"Susan, Guidant continued to sell our
hospital PRI ZM 2, 1861 units that were manufactured

prior to April of 2002, and thus these units did not
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have the manufacturing changes introduced to avoid

abrupt

failure during shock delivery. We i mpl anted 18

such units in patients between May of 2002 and January

of 2003. Had Gui dant informed us of this flaw, we woul d

not have inplanted these units. | doubt there is a

physi ci

in our

Gui dant

an in the United States who would have done so.

Of the 58 pre-2002 units that were inplanted
hospital, 18, or 31 percent, were inmplanted after
di scovered the flaw and i mpl emented changes.

If this percentage translates nationally,

t hen thousands of pre-April 2002 PRIZM 2 1861's were

i mpl ant

ed, after Guidant found the defect.

In our view, this is an egregious act by a

manuf acturer of |ifesaving devices, an egregious act by

a manuf

Hauser

acturer of lifesaving devices. And you know, Dr.
is not alone in that opinion, Your Honor.

If we also look as to -- well, let's | ook at

even their own independent panel. \What did they say? |

will read while that is com ng up, Your Honor, to save

time.

peri od

"I'f the independent panel says during the

of approximately one year after the correction

was taken in response to the observation of arcing, nmore

t han 4,

i mpl ant

000 of the pre-mtigated devices continue to be

ed. Approximately 1,300 of which were shipped
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directly from CRM s inhouse inventory."

Now, if we can go back to this document, and
| think nmy co-counsel earlier today made a comment about
res ipsa. And | would submt to you, Your Honor, that
this document is the poster child of conscious
di sregard.

They don't want to talk about it much, but |
can't recall a case that | had, a punitive damage case
where | had a document from a conpany three years before
a recall, a Class 1 recall, where they assessed the risk
of serious injury or death to 26,000 people in the
United States, and they regarded that as very high.

Facts are tough things, and this is a very,
very tough fact. This fact alone, | would submt to
Your Honor, meets a clear and convincing standard.
Because what did the FDA finally do when they found out,
when Gui dant was forced to reveal, when Dr. Hauser went

to the New York Times?

What did the FDA i medi ately do? They issued
a Class 1 recall, which is what | submt they would have
done three years ago had Gui dant informed the FDA and
the medical community. And they said, this device
presents a serious risk of serious injury or death.

And | find it ironic that Guidant says:

Well, we don't want to bother doctors with e-mails all
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of the tine. Doctors don't need those e-mails all of
the time. Well, maybe they don't want e-mails all of
the time, Your Honor, but it is not for Guidant to
deci de when a doctor in consultation with his patient
should be informed of a life-threatening risk of a
device. That is for the doctors.

That is why you see Dr. Hauser speak up.

That is why he went to the New York Tines. | mean, he

is not -- this is the former president of this conmpany
and he speaks to this conduct as egregious.

They quoted in their briefs the Heart Rhythm
Soci ety Task Force. \What does the Heart Rhythm Society,
again, Dr. Hauser and our Dr. Thiers, the founders, say
about, just generally, about conmpanies?

"Timely detection and communi cati on of
mal functi ons that have the potential to be wi despread,
particularly those mal functions that are life
threatening are critical to patient safety and to

ongoi ng device inprovement."

They are critical. It was absolutely
reprehensible, I would submt, Your Honor, that this
company decided they would hide this defect -- this is

not a random defect that is common in all devices, Your
Honor. This is a diagnosed, specific, life-threatening

defect that they decide they are not going to tell




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

238

anyone. And they are going to continue to sell the
inventory. They are going to w pe out the inventory on
their shelves to unsuspecting doctors and patients
because they don't have a right to know. That is

Gui dant's decision to make. That is conscious

di sregard.

THE COURT: And the relevance that M. Duron
just placed in himon February 21st of 20027

MR. DRAKULI CH: They decided -- | don't know
how el se you can take this information and not come to
t he conclusion that they decided if M. Duron needed
t hat therapy and that defect appeared, which they said
woul d be 10 percent, that was the risk if somebody
needed a shock and that defect appeared, that that death
was statistically insignificant.

They let himsit with a device for three
years in his body every single day, believing that it
woul d wor k, when they knew they had diagnosed a
life-threatening risk of death. | mean, | would just
t hi nk common decency, |et alone medical ethics, would
say that he has a right to know that. Hi s doctor should
be informed of that. Doctors around the United States
shoul d know that so they could make a medical judgnment
with their patients.

THE COURT: And the relevance that M. Pratt
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has suggested, that, well, the statistics are the
background risk fromthe non-arcing problemis actually
hi gher than the risk that is involved here? Granted
that there is not an agreement on just what exactly all
t hese nunbers are, but that is in part what was said.

MR. DRAKULI CH: Yeah, well, I will take their
numbers.

THE COURT: Al'l right.

MR. DRAKULI CH: And what does their number
tell us? 10 percent, 10 percent of a 26,000 popul ation

if that event occurs and the therapy is delivered. 10

percent . | mean, if | amreading the board correctly,
it says, "very likely." If that -- can | nmove, Your
Honor? | apol ogi ze. My eyesight is --

THE COURT: Sur e.

MR. DRAKULI CH: That is what it says. " f
t he potentially hazardous event occurs, |ikelihood of
injury occurring in the population at risk ..." -- and

t hey previously told us the population at risk was
everyone, 26,000 people, that it was "very likely," plus
3, 10 percent. That is what | amreading fromtheir
document .

THE COURT: But, aren't you -- the preface to
that is if the event occurs, that is a part of it, what

it is about.
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MR. DRAKULI CH: Ri ght, but who gets to
make -- here they have this information in their
possession. They know that if this event occurs, people
are likely going to be injured or die. They decide they
don't have to tell doctors. They don't have to tell
patients. That is their decision to make. They can't
pl ay God, Your Honor. A doctor has a right to know. A
patient has a right to know.

Isn't that what the Heart Rhythm Society --
that is what the panel, itself, said, the comm ssion.
They hired their own panel. And what did their own
panel say? Look at the report of the independent panel,
Your Honor, and they say on several occasions, the
i ndependent panel strongly believes that under no
circumstances, this is their panel, should a potenti al
or mani fest risk of preventable death be superseded by a
statistical analysis that indicates the performance
remains within general guidelines of estimated failures.
Under no circumstances.

And, you know, | listen very carefully to
this one slide that they put up on June 20th in response
to the June 14th health risk assessment. And it
mentions that further investigation is underway to
assess the effectiveness of the ECO and to determne if

further correction action is indicated.
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What does that say? That says that the fix
t hey thought they made, they don't know if it is going
to work. How el se can you interpret that? In nmy m nd,
Your Honor, that is even further evidence of a conscious
di sregard. They made a fix. They assessed the
i keli hood of serious injury or death, but they are
saying on June 20th, they don't even know if that fix is
going to work. So, again, no disclosure of doctors, no
di scl osure to patients. It is, as Dr. Hauser said, the
former president of this conpany said, a former founder
of the Heart Rhythm Society, a |eading doctor in the
United States in this very community who is concerned

for his patients, this is an egregious act by a

manuf acturer of |ifesaving devices.
So, in conclusion, Your Honor, | would say
that | don't think you need much more to get to the

conclusion that we have met our standard sufficient for
a trier of fact to determ ne, based upon the conduct
that | have spoken about today and is in our briefs,
t hat Gui dant clearly and consciously put patients at
risk, and the public's safety, as well. And then if I
may, Your Honor, | will turn to --

THE COURT: All right. Ms. Cabraser?

MS. CABRASER: Thank you, Your Honor. I

think the best thing | can do is stick with the U.S.
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Supreme Court, and one case each fromthe California
State Courts. M. Pratt is absolutely correct, this
issue, in term of the |legal issues, is really governed
by the most recent Supreme Court decisions on the
subj ect, because the Supreme Court has created a federal
constitutional common |aw of punitive damages within
whi ch any differences anong the states are really
secondary. Because to get it -- to do it right, you
have to do it the way the Supreme Court says to do it.
The way that the Supreme Court says to do it,
and this is reflected both in the first case, the

earliest the case, the Gore verse BMW case, and nore

recently the State Farm versus Canpbell case, is to |ook

at three guideposts. The degree of reprehensibility of
t he defendant's m sconduct. The second is the disparity
bet ween the actual or potential harm suffered by the
plaintiff and the punitive damages award. And the
third, if it is relevant in the case, is the difference
bet ween the punitive damages award i nposed by the jury,
and conparable civil penalties authorized or imposed in
conmpar able cases. That is probably the | east used
factor.

But, the most inportant factor in both Gore

and BMW -- or Gore and State Farm say this, quote, "The

most i nportant indicia of the reasonabl eness of the
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punitive damage award is the degree of reprehensibility
of the Defendant's conduct, degree of reprehensibility.
That is a nuance determ nati on. It is fact based. The
Supreme Court helpfully supplies five factors that it
has instructed courts to use to determ ne where on the
reprehensibility scale a defendant's conduct |ies.

And these five factors are whether the harm
was physical as opposed to econom c, whether the
tortious conduct events and indifference to are a
reckl ess disregard of the health or safety of others.
And that is the very |anguage that both the M nnesota
and California Supreme Courts and jury instructions use.

Whet her the target of the contact had
financial vulnerability, whether the conduct invol ved
repeated actions or was an isolated incident, and
whet her it was the result of intentional malice,
trickery, or deceit, or a mere accident.

Now, both California and M nnesota would take
that "mere accident" right out of the calculus. \When a
court or a jury is |looking at the degree of
reprehensibility, WIlliam says -- and this is the nmost
recent final |last word on the subject from the highest
court, the jury may consider harmto others to determ ne
t he degree of reprehensibility. That is why the entire

course of conduct is relevant, here, not just because it
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kept M. Duron at an increased risk of potential harm

which is all punitive damages juri

but, because it impacts the calcu

sprudence requires;

us of

reprehensibility. And reprehensibility is the

mul tiplier that the jury and the Court apply to the

basel i ne of actual damages, resulting fromreal or

potential harm

THE COURT: But, the harmto others, it

certainly must be relevant when that harm occurred. | f

you concede some | evel of harm or

knowl edge, in other

wor ds whet her | knew somet hing about that three years

ago, or | just |learned about it today --

MS. CABRASER: True.

And in this case, what

happens is once M. Duron is inmplanted in 2002, he isn't

t aken out of the equation. An inmplant of a

defibrillator isn't a one-tinme event. He has got it in

hi m every day. So, what Gui dant knows and what Gui dant

chooses to do or not do about it with respect to the

FDA, with respect to the medical comunity, with respect

to its customers and its patients,

t he degree and duration of real or

is highly relevant to

potential harmto

which M. Duron, hinmself, was exposed. And that is the

harm factor. It can be real or potential, says

WIlliams, and also the multiplier

reprehensibility.

factor, the degree of
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The problem that WIlliams was trying to solve
was the propensity of courts and juries to get these two
criteria confused. And WIliams, helpfully or not,
supplies new jury instructions for all of us to | ook at
and use which are consistent with both states' | aws.

But, basically what WIlliams says is, Philip
Morris does not deny that a plaintiff may show harmto
others in order to demonstrate reprehensibility, nor do
we. This is at page 1064 of 127 Supreme Court.

Evi dence of actual harm to non-parties can
help to show that the conduct that harmed the plaintiff
al so posed a substantial risk of harmto the genera
public and so was particularly reprehensible.

Al t hough counsel may argue in a particular
case that conduct resulting in no harmto others
nonet hel ess posed a grave risk to the public, or the
converse.

WIllianms also reiterates, quote, we have said
it may be appropriate to consider the reasonabl eness of
the punitive damages award in |ight of the potential
harm t he Defendants' conduct could have caused. But, we
have made clear that the potential harm at issue was
harm potentially caused the plaintiff.

So, we have two concepts, here, both are

entirely consistent with reviewing the entire course of
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conduct involved in this litigation, not just cabined by
the date of Mr. Duron's initial inmplant, but by what
happened after. Because the less this is an isolated
incident, the nore it is a course of conduct, the nore
knowl edge the defendant has wi thout doing something
about it, the greater the reprehensibility factor.

It is always cabined by the real or potential
harmto the plaintiff, which is the controlling factor
t he Supreme Court was very, very careful to enphasize in
Wlliams. This is entirely consistent, of course, with
the standard for punitive damages under both M nnesota
and California |law, both because the Supreme Court
borrowed statutory | anguage from M nnesota and
California in terms of the conscious or reckless
di sregard to the rights or safety of others in crafting
its jurisprudence; but, also because in turn, it is a
f eedback group. Both California and M nnesota have
revised and notated their jury instructions to reflect
adherence with the Supreme Court precedence.

So, while you heard a | ot about malice, the
fact of the matter, under both M nnesota and California
law, is that the standard of conduct one nust show by
cl ear and convincing evidence is that, to quote the
M nnesota statute, the Defendant deli berately proceeds

to act with indifference to the high probability of
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infjury to the rights or safety of others, probability of
infjury to the safety of others, or the rights of others,
because sometinmes it is only econom ¢ harm at st ake.

And California is exactly the sane. Gri mshaw

versus Ford Motor Conpany, which is the infanous Ford

Pinto case states it very, very plainly. The statute
means, quote, "Conduct evincing a conscious disregard of
the probability that the actor's conduct will result in
injury to others is sufficient."”

In both states, the economcally nmotivated
choices the Defendant makes in improving or not
i mproving a product are highly relevant to punitive
damages at any point along that way.

The Gri mshaw versus Ford Motor case was the

case where the company wanted to build a 2,000-pound car
to sell for $2,000 decided not to spend $15. 30 per car
to make sure that when and if that car was hit in a
certain way behind, that it would not burst into flanes.
That accident rarely occurred. Most days nost people
drove their Pintos safely. Most Pintos didn't get
rear-ended in just that way, but when they did, they
burst into flames. And that could have been avoi ded for
$15. 30.

The case for M nnesota is the Grye case which

we cited, Gr-y-e, that is the flame-retardant case.
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The company knew that it was conplying with Federal
standards for flame-retardant fabrics in children's
paj amas.

They deci ded that was good enough. It was
good enough for the Feds. But, they also knew there was
a better way. And they knew not to do that better way

was risky, but they decided not to do it because no one

el se was doing it. And because it was too costly. The
state of the art wasn't there yet. They had a great
state of the art defense. It wasn't good enough. The

M nnesota Supreme Court upheld a $1, 000, 000 punitive
damages awar d.

Your Honor, throughout this course of conduct
you know from facts that econom c choices were made.
There is nothing wrong with making econom c choi ces.

But, when you are dealing with a product that people
depend on for their lives that implicate safety, whether
it is a conpact care, a child' s pajams or a
defibrillator, you have to be very careful with those
choices, and you have to be honest about those choices.
And in this case among other econom c choices the
company made was not to spend $9, 000 to change out a
tool to avoid the arcing problemthat is at issue in
this case. And they decided not to take that change

because they would have to sell thousands of units
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before that

As
t hey decided t
made it, it
have been refl

chose not

change woul d cost

it was,

0 not

woul d have cost

ected in the

to do it.

t hey sold thousands of

to make the $9, 000 change.

not hi ng.

units after
Had t hey

could

penni es per unit. | t

cost to the consumer. They

j ust

It wasn't a $15 per unit cost on a $2, 000

car, it was a pennies per unit cost on defibrillators

t hat cost over $15, 000 a piece. It was a consci ous

deci si on. It has had consequences in terms of risk of

potential harm and harm to many people.

A jury is entitled to assess that and all of

the other facts, including all of the facts that Gui dant

wants to put up to explain why that m ght have made

sense and why that was |logical, to determ ne where on
t he range of reprehensibility this conduct lies, and to
assess punitive damages accordingly. That will be

subject to de novo review by this Court, as the Suprene
Court has demanded. There are safeguards, here. There
IS no runaway jury on punitive damages anynmore, if there

ever was.

This Court has the obligation to assess on a

de novo basis any punitive damages award a jury here

returns, and the appellate courts |ikew se have the

obligation to conduct a de novo review at the request of
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ei ther side.

As a result, punitive damages have been
moder at ed, they have been reduced, they have been
medi at ed, and they have a constitutional di mension.

But, in the first instance, the initial determ nation as
to whet her and how much to assess is a fact-based
determ nation that has to be made based on an airing of
di sputed facts on each side.

There are more than enough facts to entitle a
jury to inpose a punitive damages award in this case.

THE COURT: Thank you. M. Pratt?

MR. PRATT: That it would be based on facts,
not on fiction, Your Honor; that argument that was | ust
made that these decisions were driven on an econom c
basis is absolutely untrue, absolutely untrue.

| understand the nmotivation in the
Plaintiffs' counsel to come into a courtroom open
courtroom and make all egations about, well, if only
t hey had spent $9,000. That was their interest in not
maki ng this change. That is unsupported by the
evi dence. There is no evidence that what was done on
April 16th was driven by any econom c notive,
what soever.

The only thing that she could even be

t hi nking about in a mllion years is in connection with
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the 2002 di scussions that were going on within the
company, not at the highest |evel. There was never a
deci sion made on April 16, let's just keep selling these
t hi ngs. Let's not notify the company. There was never
a deci sion.

This was noving along a spectrum in which
peopl e were evaluating the situation, as | showed in
June of 2002. There was a discussion that we made the
change in April of 2002. Did it work, did it not. W
made the change in November of 2002. Did it work, did
it not. There was also some discussion about do we al so
need to change the header? Do we need to change the
header in some way?

When the decision was made ultimately that we
don't need to change the header, they determ ned that
t he changes that were made in April and November of 2002
fixed the problem So, there wasn't any decision made
when they still had thought they resolved it that they
were going to try to save noney and not do somet hing.

| don't m nd arguments based on facts, Your
Honor, but the idea that this conpany somehow made
decisions in 2002 based upon sone desire to protect the
company's reputation or to save noney is absolutely
untrue and insulting to the people of Guidant.

Now, | want to talk about a few things that
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were made, and | want to mention this over here. M.
Drakulich, I will assume he just made a good faith

m stake, is conpletely m sreading this. What is not
shown here, because they didn't blow it up is what is
the risk of this happening? What is the risk of this
event happening in this population? And they called the
risk very | ow.

At this point, the risk was .01 percent. One
out of 10,000 devices had manifested this problem The
10 percent says that if you happen to be one of those
extraordinarily rare device users who suffered this rare
event, then there is a 10 percent chance of a
potentially hazardous -- of a likelihood of injury
occurring. That is what the 10 percent is. And this
document that he held up as what he called the punitive
damage poster child is being conpletely m sread and
di storted.

June of 2002, the evidence we show is that we

didn't know what caused the problem W were stil

investigating. And the idea that -- | want to talk
about Dr. Hauser. Dr. Hauser made that comment in May
of 2005. | don't know what Dr. Hauser knew about what

t he company knew on April 16 of 2002 when they made the
change.

First of all, I know of one thing, it has
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nothing to do with M. Duron, who did not get a device
after April 16 that was made before. For himto

pi ggyback on the backs of those people I think is
extraordinarily unfair and certainly not supported by
the punitive damage jurisprudence.

So, | don't know at this point what Dr.
Hauser knew and believed when he made the conment about
t his egregi ousness. | do know it had nothing to do with
M. Duron. | also know that it was on April 16th, as
evi denced by the documents that this company truly did
not know whet her they fixed the problem And we get
condemed for that, that we are trying to figure this
out, we are maki ng changes, we are not sure, we are
investigating, we are making other changes, and somehow
t hat process is what, punitive? So, what should we have
done as a conpany, nothing?

What if we had not | ooked? What if we had
not acted? Can you i magine the condemati on we woul d
have received on the other side?

The HRS standard that was discussed, there is
nobody who has said that if there is one failure, you
ought to tell doctors. HRS, independent panel, nobody
has said there is a magi cal number of one that triggers
a communi cati on. I n other words, they don't want to get

a magi cal number of one because they don't know what to
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do with it. Everybody gives a conpany an opportunity to
investigate it, to seek information that will now have
been meani ngful information to be conveyed to the

medi cal profession.

But, the argument that they are making is, if
you get one, one day, and you start investigating it the
next, you already hid it in one day. That is not the
way the process works. At any given time these medical
devi ce manufacturers are going to have some failures in
a product line that are under investigation. They may
be at such an extraordinary level that it wouldn't
trigger a communication. And the idea that those
conpani es are hiding failures and not providing this
information, | think, certainly represents a
m sunder st andi ng of doctors' expectations and how
compani es run their business.

In terms of what Ms. Cabraser had to say,
this is getting into a little bit of a nuance, but |
think it is an inportant nuance; and that is, what does
reprehensibility have to do with anything?

We cited the case law from State Farm and

fromWIIliam versus Philip Morris that says you really

have to take a | ook at whet her the conduct harmed the
Pl aintiff. There is a discussion in WIlliams about the

reprehensibility to other -- the evidence of damage to
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ot her parties as part of reprehensibility. They said

t hat bad acts evidence nust be of the sanme type of
conduct that harmed the plaintiff. That is one of the
standards constitutionally under due process. And in
order to serve as evidence, the conduct has to al so pose
a substantial risk of harmto the general public, and so
was particularly reprehensible. | want to make two

poi nts about that statement, that it posed a substanti al
risk of harmto the general public, and so was
particularly reprehensible. All of those cases, whether

it is Gore, whether it is State Farm whether it is

WIlliams, is an assessnment of the claimed excessiveness
of a punitive damage award. They are | ooking back at
evi dence to determ ne whether the award was too | arge,
whet her it met a due process constitutional standard.

We are here today to talk about entitl enment.
We are here to tal k about whether Plaintiff has proved
an entitlement to damages, not to an anount,
entitlement. And when you take a | ook at the jury
instructions in California under malice, and oppression
and fraud, those entitlenment type things speak not to
reprehensibility to the general public, but to harm or
conduct that harmed the plaintiff. And | think that is
an i mportant distinction with regard to this.

I f that distinction doesn't hold and the
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reprehensibility standard comes into play, | want you to
focus on also posed a substantial risk of harmto the
general public. | wrote this down because Ms. Cabraser
said this. The probability of injury to others is

somet hing el se she said was a standard. The probability
of danger to others, something else she said. The nmore
i sol ated the conduct, the nore isolated the conduct, the
| ess reprehensi bl e.

Al'l right, if that is true, we are talking
about a failure rate in a device that has a background
and warned against failure rate of well over the rate
t hat was seen here. You have an arcing incidence of .01
percent in the very early stages, 1 out of 10,000, with
an inplant failure rate per nonth staying pretty steady
all the way through, extraordinarily low all the way
t hrough.

So, the probability of harmto M. Duron, the
probability of harmto the users of these 1861's over
time was extraordinarily | ow. It was clearly a fraction
of the risk that every one of these patients faced,
simply because they had an inplantable defibrillator in
t heir bodi es.

And even now if someone has an 1861 in their
body with a failure rate reported of .13 percent under

the nost recent disclosures -- keep in mnd the
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confirmed failure rate is .42 percent. So, you have a
greater chance of suffering a failure beyond arcing,
t han you do arcing under those statistics. So, this
probability of harmto others, probability of injury to

ot hers; extraordinarily | ow.

It has been a | ong day, Your Honor. This is
a conmpany that has a |ot said about it. The facts are
com ng out. | think the information about the New York

Times didn't drive the fact of communi cati on. The

reliability of this device, the |low incidents of these
failures, what the company was doing, trying to do in
2002 to investigate the problem to do the best they
could as a continuous inprovement to make the device
better, that evidence doesn't justify liability. It in
no way justifies an entitlement of M. Duron to an award
of punitive damages under a claimthat somehow this
company exhibited malice, oppression and fraud to him
fraud that we intended to hurt him Not even cl ose,
Your Honor . Thank you.

THE COURT: Thank you. A brief response, if
you |ike?

MR. DRAKULI CH: Thank you, Your Honor, very
brief. And | rise to the defense of my co-counsel who
needs no defense, Your Honor, because the docunments

speak for themselves. W aren't making this information
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up. We are relying upon and citing Guidant docunents

for our statenents. It is not advocacy in the sense

that we are making up facts from whole cloth, we are

relying upon what they say.

woul d,

And | would just ask the Court, if they

to look at -- it is CPlI 870002803 to 2804, which

supports the very statenment that Ms. Cabraser says

concerning the election to not nodify the header in the

shape of rerouting the wires because it was not cost
effective. | can put it up for you if you like, Your
Honor .

THE COURT: All right. It is on the screen

MR. DRAKULI CH: Okay, thank you. There it

is, Your Honor. And we'll go to the next slide. Good

to go.

So, when we make statenments, Your Honor, we

do so in good faith and with full confidence that they
are supported by the record. When | say what | said
about this risk assessment, | do so because that is what

t he docunment provides.

Counsel says | have not provided you the

documents. You have them in your package, Your Honor.

Ther e

is nothing that has been omtted by anything we

have done. There is no reason no hide the facts. The

facts

speak for thenselves. And the facts are
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overwhel m ng, here. They are clear, they are
convincing, and the stain cannot be washed away. Thank
you, Your Honor.

THE COURT: M. Pratt?

MR. PRATT: | will only say, Your Honor, that
this is not the docunment that explains why the company
did not make that change in the header. The document
that reflects that says we did not make the change in
t he header, because the changes we already made in April
and November of 2002 had fixed the problem That is all
| have, Your Honor.

THE COURT: Anything further?

MR. DRAKULI CH: No, Your Honor, thank you.

THE COURT: | will deem those subm tted. I
will deem those submtted. | realize the hour, but I
would like to -- | don't think that there is anything we

need to discuss on scheduling.

| started the morning out by asking you to
t hi nk about whether there is any of these decisions -- |
t hi nk we have agreed to get, Any, everything out, and
Danielle, on or before June 12th. So, the question is,
with that as the outside, June 12, are there any, are
there one or more of these decisions of these motions,
both those that were argued orally and the ones that

were submtted on the briefs that you are saying, well,
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there are one or two in particular. If you are willing

to roll out a decision up or down, we know it will be

foll owed by an opi nion.
MR. ZI MVMERMAN: Coul d we confer on

second, Your Honor?

t hat a

THE COURT: All right, that is fine. And

actually, if you want to confer on it because you think

it has been a | ong day and you want to chat, and get

back to me at the beginning of the week, that i

s fine,

or you can tell nme now. It doesn't matter to ne.

MR. PRATT: Excuse ne. Your Honor,

that the sense of the comunity here -- it's a

| thin

smal |

village -- is that the one that may be advantageous

k

ahead of the others is your indication on the choice of

| aw.

We have some bell wether briefing to take

pl ace downstream so how you deal with that m ght

affect --

THE COURT: Just give me a nmoment. May |
the two of you?

(Di scussion off the record.)

THE COURT: \What we will -- more handouts,
Ms. Cabraser?

MS. CABRASER: Not more handouts. This is
just very late in the day, the Duron Conplaint and the

see
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Mast er Conmpl ai nt that | kept referring to, and said |
woul d present to the Court. So, it is already in the
record. It is not new, but it is for convenience. And
| apol ogize for being so | ate.

THE COURT: \What | would suggest in |ight of
counsel's coments, we can have -- we'll stick with the
overall decision on the issuance of the opinion, the
outsi de being June 12th. We can have it to you by no
| ater than the m ddl e of next week, Wednesday, an up or
down deci si on.

The memorandum and opinion will probably not
be with it, but we can give you the choice of |aw
deci sion by m d- week.

MR. DRAKULI CH: That would be great, Your
Honor .

MR. PRATT: Gr eat .

MS. CABRASER: Great, thank you

MR. DRAKULI CH: One small thing I forgot to
mention. You were kind enough to place this in one of
our status conferences, but we reserve the right to
suppl ement the record with respect to issues concerning
Dr. Higgens --

THE COURT: That is correct.

MR. DRAKULI CH: -- and we are taking his

deposition next week. So, we will have a lot to say on
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t hat subject, | think
THE COURT:

trying to get nmy atten
MR. PRATT:
THE COURT:

to get my attention.
MR. PRATT:

want me for a conferen
THE COURT:

because of sonme smal l

i ssue and amendment is

unl ess there is something you want,

t hi nk

the status conference to the 19th. [

di scussed t hat

-- why don't we

earlier

time of day for that?
MS. MAI R:
the --
THE COURT:
8:00 or 8:15, foll owed
MS. MAI R:
THE COURT:
19t h, not the 18th. I
Did | hear
ot her issues you want

Al'l right. M. Pratt, were you

tion on something?
Was |

what, sir?

| didn't know if you were trying

| was waving good-bye. Do you
ce --

| don't think we -- | think

di scussion you had on the answer
know t hat we need to,

sue, | don't

ot her than that, |
put on the record we have noved
t hi nk that we
during the break. Do we have a
The same time?

Probably the sanme, followed by

So, it would be the same, is it
by the 9:007?

8: 00 foll owed by 9:00.

8:00 followed by 9:00 on the
think we are in agreement there.
somebody el se say there are some

to discuss?
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MS. FLEI SHMAN: No, | think we have addressed
t hem

THE COURT: Thank you, everybody, for com ng
in. | hope wherever your flights are, wherever your

transportation is, people think Federal Judges have

hel i copters, we do not. | don't have a helicopter

waiting to take you to the airport. So, unless there is

anything further on behalf of the Plaintiffs?
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MR. DRAKULI CH: Not hing further. Thank you,
Your Honor .
MS. MOELLER: Not hi ng further, Your Honor.
THE COURT: All right, we are adjourned.
Thank you
ALL COUNSEL: Thank you, Your Honor.
(Adj our nment .)
Certified by:
Jeanne M. Anderson, RMR-RPR
Official Court Reporter




