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(I'n open court.)

THE COURT: You may be seated. Thank you.

Do we have enough seats for everyone?

Now, | am hoping that everybody was on the

same page. | know that the | awyers who were back with

me were, that this was set at 10:00 today, not

earlier.

And after this, | think a relatively short status

conference -- we'll soon see -- we'll probably w thout a

break nmove right into the dispositive motions that are

set to be heard today.
And | think that that is agreeable
one on both Plaintiffs' side and Defendants' si

MR. ARSENAULT: Yes, Your Honor.

to every

de?

THE COURT: M. Zimerman, would you like to

| ead off?

MR. ZI MVERMAN: Sur e. If it please the

Court? Good norning, Your Honor. Charl es Zi mmer man for

the Plaintiffs' Steering Commttee.

We have just concluded a pre-hearing status

conference with Your Honor, and we are going to go

t hrough now our formal agenda which was posted

ni ght, the proposed joint agenda for the status

conference of June 19, 2007
The parties have been working very,

as the Court knows and everyone involved knows,

| ast

very hard

in
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preparing the representative trial, the first one, the
Duron case for trial which will commence at the end of
July. So, a lot of our efforts have been focused on

t hat, of course.

But, we are here to provide a status report
on all of the cases and report to you on the
processes and the things that are both individual and
generic to these cases.

The status of cases filed in Federal Court
and transferred into the MDL, as well as the status of
State Court matters, TimPratt will provide that to Your
Honor in ternms of the nunber of cases, the growth, or
reduction of cases, and what is pending in State Courts
around the country.

MR. PRATT: Good norni ng, Your Honor.

THE COURT: Good nor ni ng.

MR. PRATT: TimPratt. In terms of the case
number, the total number of Federal Court cases that are
pendi ng agai nst Guidant is 1,672. Of those 1,672 cases,
all but 51 are pending here before you in the District
of M nnesota. There are 51 cases pending in an ML
transfer by the Judicial Panel, so that brings us up to
the total of 1,672.

As of the last information | had, which was

just about four days ago, there were 100 State Court
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cases pending against Guidant. As always, some of those
are appropriate candi dates for removal. W hope and
expect that a percentage of themw |l end up in Federal

Court, but that brings the total number of State and
Federal cases pendi ng agai nst Guidant to 1,772.

Of the Plaintiffs -- of the cases in the ML
it appears that the total nunber of plaintiffs captured
by those -- as Your Honor knows, there are some cases in
which multiple plaintiffs have been joined in one single
case. If we do the math on the cases pending in the
MDL, there are about 3,235 individual Plaintiffs. And
by Plaintiffs, | mean device users represented by those
MDL cases. So, that is the current status of cases,

Your Honor .

MR. Z| MVERMAN: Unl ess there are any
guestions on that, Your Honor, we can go on to the next
one.

THE COURT: Now, we di scussed ever so briefly
in chambers, | don't think it needs to be taken up here,

that there m ght be a spike of sorts, because of sonme

statute of limtations issues where people either have
to -- may have to file other cases, but we discussed
that briefly. | have no questions on that.

VMR. ZI MVERMAN: Then the next item Your

Honor, is the report on the representative tri al
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process. | am going to |l eave for itemfive, the MDL
process next steps, to the end of the cal endar. | am
just going to report on the representative trial
process, which is really the focusing of the five
representative trials, and especially the Duron case,
which is the first, the first up

We spent a lot of time discussing various
matters of pretrial organization, how to manage these
cases, this case, the Duron case, so that we can get if
tried in the ten days provided, a deadline of July 10th
as an absolute deadline for the filing, and the turnover
of fact discovery and docunments and consequences t hat
mght lie if all docunments are not appropriately turned
over. | don't think any of that we have to burden the
Court with at this time, but | think we know the status
of that.

The Court has a July 9th final pretrial
conference set, and that we are going to meet and confer
and try and come up with a manageable trial plan or
management scheme for this trial by first meeting and
conferring, and see how we can really narrow down the
di scl osed witnesses and the disclosed exhibits down to
somet hing that we can really do in the ten days and
present a good case by both sides so we can get the

issues in that case fairly resolved in the ten-day
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period that the Court has allotted and the parties have
agreed for this trial.

There is going to be a |lot of work involved,
there has been a | ot of work involved, but it is going
to be requiring both parties to sit down and really | ook
at, what are we really going to present, what are the
wi t nesses that are really going to be presented, what
are the documents that are really going to be presented.
A lot of that will then be also defined by the Court's
ruling on the Daubert hearing, the Daubert notions which
are fully briefed and before Your Honor, and the notions
in limne, some of that documentation is still com ng
in, although I think nost of it is in at this point.

| don't know how much nmore the Court wants on
the representative trial process, other than fromthe
Plaintiffs' side, it is a |lot of work. We are doing it
well. We are getting a vigorous defense. Many notions
have been filed. The most recent Order of this Court,
think it was dated June 12th, gave -- the Court gave us
all direction with regard to the nine summary judgnment
motions that had been filed. We now know the choice of
| aw decisions that were filed by the Court, and we are
proceeding to have that trial commenced as schedul ed. I
believe it is the --

THE COURT: 30t h.
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MR. Z| MVERMAN: The 29t h?

THE COURT: 29t h. 27th, three strikes and
you are out. So, 27th of July.

MR. ZI MVERMAN: The 27th of July. And ny
understanding is, for the record, that is going to be in
M nneapol is.

THE COURT: That is true.

MR. ZI MVERMAN: In a courtroom that | don't
know has been designated yet, but will be designated --

THE COURT: All of the trials will be in
M nneapolis. Well, it is obvious why. W are packed in
here now. W have already agreed to that, so --

MR. ZI MVERMAN: Ri ght. The other issues that
have to do with the other trials and what is going to
unfold next, as | indicated we will talk about a little
bit later in the cal endar because both parties have made
subm ssions on that and we are continuing to have
di al ogue and di scussion. And the Court has given us a
| ot of direction.

Wth regard to the management plan, the
guestion is, how are we going to get this done in ten
days, and the parties are going to put their heads
t oget her and come up with that. And | think Judge
Boyl an and Your Honor are going to help us to manage

that trial plan so that we will get it done.
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The Court was very clear to us that it will
be 10 days. It won't be 11, it won't be 14, and that we
will do everything we have to to get that case tried,
the Duron case tried in the appropriate time allotted.

So, in summary, on the representative trial
process, it is going very well. W are getting a |ot of
direction fromthe Court. W are working hard with the
ot her side. W have a |ot of issues, but we are going
to get there. And this case is going to start on time
and it will be tried to its conclusion, barring any
resolution that m ght occur.

THE COURT: M. Pratt?

MR. PRATT: "' m not sure there is much nore |
can add. We are at the stage of the trial process where
the Court is fully aware of all of the activity going
on, because you are engaged in the process. W are
filing motions, you're responding to notions. W have
t he Daubert briefs that have been submtted and fully
briefed at this point. W just submtted to the Court
the motions in limne. W will be providing responses
to those by the deadline.

| agree with M. Zimerman, there is a | ot of
work that is going on, but a |lot of work that may need
to be done in the next six weeks or so to streamine the

cases, to get acconmmodati on on both sides on which
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wi t nesses are going to be call ed.

We have submtted per the Court's Scheduling
Order our respective witness list, exhibit [ist and
deposition designations. | think we all confessed to
you this morning that we overreached on every one of
t hose. And part of what we are trying to do in the next
six weeks is to limt those by agreement. To the extent
we cannot agree, they will be further Iimted by the
Court orders on motions in |limne and the Daubert
moti ons.

It is a challenge, but a welconme one from our
standpoint. So, we expect to pick a jury on July 27th
gi ve our opening statements on July 30, and pack a | ot
of activity in the two weeks of trial time. And to try
to recover in two weeks and get ready, as they say, and
roll it up again. So, that is the way it is standing.

There is an issue, not just about succeedi ng
trials, and we tal ked about that today in terms of what
happens after these five bell wether cases are tried.
Again, | think that is the point on the agenda, five ML
proceedi ngs, next steps.

We are also, in addition to getting the Duron
case ready for trial, as you know, we are dealing with
moti on practice and di scovery with respect to succeeding

bel | wet her cases. The Cl asby case is next, and we are
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spending a lot of time getting that ready, and then from
t here on. So, even during the course of -- it is going
to be interesting to see when we are on trial in Duron
how we are going to be dealing with sort of the trial

i ssues in bellwether case nunmber five, because it is a

ti me-consum ng process. But, we are noving ahead,

Judge, and we are ready to go. Thank you.

MR. ZI MVERMAN: | believe | stated this on
the record, Your Honor, but if I didn't, | want to
restate it again, that there is a firmJuly 10 deadline
for production of documents that has been established by
Order of the Court. And it was very clearly provided to
us today in chambers, that documents that could be and
should be relevant to that case must be produced by that
time or appropriate sanctionable conduct and or
exclusion and or continuance would be undertaken to be
heard at that time if the documents are not produced by
t hat ti me. And | am not going to go into anynore
di al ogue about it. | just wanted to make sure it is on
the record.

THE COURT: \What about the "S" word or the
"C" word? Especially the "C" word, continuance, but
it's anathema to ne. If it is necessary, it is
necessary. But, | think in fairness to both parties,

there was sonme significant discussion on some discovery
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issues. There is not, entirely, a nmeeting of the m nds.
But, | don't think that puts the case -- whether it is

an MDL case or non-MDL, bell wether or non-bell wether, |

think what we did is we put a July 10th -- | put a July
10th date on. And then we will just see where the
parties are at. | mean, that is the date. And t he

result of that, you don't agree on on both sides. So,
M. Pratt wants to be heard in response to that, so --
MR. PRATT: One point of clarification, Your
Honor. Are you going to submt a witten order that
contains your July 10th deadline of what the parties

need to do? O is your comment this morning going to be

THE COURT: Well, | think to mnimze the
informality -- and well, frankly, | don't need to decide
what | would do if it was a non-MDL, one stand-al one
case, and we just didn't have a pretrial. But, we wil
just do a one or two-liner, just so -- because they are
sitting out there somewhere by stipul ation. It is a May
date. On the other hand, | won't be saying a |lot, other
t han what | said in chanbers. | don't think there is
much clarification needed, because there is a difference
of opinion about the agreements on rolling discovery and
what was cont enpl at ed.

| am just saying that July 10th is the date.
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And whet her the parties have a meeting of the m nds or
not, we will soon find out given some of the comments
back there. But, yeah, there won't be any menmorandum
that comes with it, but July 10th is the discovery
cutoff for these trials.

And there is a difference of opinion about,
wel | , what does that mean on the PRI ZM 2 discovery? And
we had that discussion. Now, if one or all of you say,
well, we would |ike you to address what, specifically,
is meant, then | guess you should say so. And we wil
have it out before the next -- probably before the day
IS out.

MR. PRATT: No, Your Honor, that really isn't

my point. We will conme to sone disagreements on that.
THE COURT: Well, | amquite certain we will.
MR. PRATT: | just wanted to be sure, we

spent a lot of time tal king about it before this formal
conference. | didn't want M. Zimmerman's thirty-second
summary of his sense of what he believed the obligations
were imposed on Guidant to be sort of the final word on
it. | think it is going to require some further
di scussi on about the scope of this.

We said there is no way that at any point we
are going to have produced every document in the conmpany

t hat has the PRI ZM 2, 1861 referenced in it. So, | just
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wanted to be sure that we were getting sonmething and we
woul d be able to deal with it, Your Honor, when it comes
in.

THE COURT: Well, | will draw an order. | t
will either go on the web today or tonmorrow. And it
wi Il encompass what | believe |I intended to say back
there. And then if one or both parties say, well, that
is not what we think you said. O, if it is, we don't
agree with it, then |I assume that | will hear from one
or both of you. Because | am not asserting there was a
stipulation reached back there. | don't think that
woul d be fair to Plaintiffs or Defendants. | don't
claimthat the parties had a meeting of the m nds on
t hat particul ar issue, because there is not.

So, all right?

MR. ZI MVMERMAN:  Appreciate that, Your Honor.

THE COURT: Il will file it in the normal way,
but we will put it out on the web, too. But, I will do
t hat . If it doesn't get done today, it will be done by
t omorr ow.

MR. ZI MVERMAN: Under st ood, Your Honor, thank
you.

THE COURT: If I may say, just not on that
i ssue, but I won't repeat what we -- because we tal ked

at some significant |length about the representative
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trial process in chanbers, because both parties have
addressed it in writing in the |ast few days. And all
will say is that, one, as far as | am concerned, that we
are on schedule. And whether there is an issue of
compliance with all aspects of the Court's orders as
contenpl ated by the parties, we will soon find out as we
would in any trial as we nove into the pretrial and
begin to get ready for trial.

One thing we didn't discuss back there, to
the extent there is some mechanics on the two ways to
send out the jury questionnaire, we will be in touch
with -- we will agree on that. Because there are two
ways to submt it, and one takes nore advance notice
when it goes out with the sumons, than the other,
having the jurors come in, which is not my preference
and fill it out on site. But, we can tal k about that,
we have tal ked about that not today, it has actually
been a month or two. And | have sent out that proposed
jury questionnaire. But, we will get back to you on
t hat . | don't think there will be any significant
di sagreenent.

| am nore optimstic on the trials. Now,
will knock -- this isn't wood up here, but something.
That is very heavy steel down there, but -- 1|, actually,

in my 23 years plus as a judge never had a trial that
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went nore than one day over the scheduled time, so maybe
this will be the first. | mean, July 27th -- which
means that the | awyers get nore credit than the Judge,
because in most of those trials, there wasn't an
arbitrary cutoff by the Judge saying day nunber 10 is
over. \What we planned for, we -- it was just good

pl anning by the |awyers saying, here is the time franme.
For anot her reason, you don't tell a jury panel ten days
and then -- | mean, it has happened to a nunber of
peopl e, and that is where you get very angry,
disillusioned jurors and then take 15 or 20 and probably
| ose a few along the way. Because the | awyers know t hat
have talked to me, we will start with 12 jurors. | do
in all civil cases. And hopefully end up with 12.

But, | amoptimstic, actually, that we wil|l
get the issues by Court decision, or agreement, neet and
confer, or a combination of all three. So it will be --
and, of course, ny job is to deliver a fair trial to
both parties.

My | arger concern is trying to set the trial
up, as we talked at some |ength back there, we all used
the words, and | am kind of disappointed nobody
commented on our little footnote in the |l ast Order on
the history of bellwether in the order, because |

beli eve there are some compon issues in these
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representative trials that should be of help to many
Plaintiffs and to Gui dant out there. And they wil
become, | think, nore clear as we get ready for trial.
| think they are probably relatively clear, so there are
i ndi vi dual aspects to each of these cases.

There's also some issues where many ot her

Plaintiffs out there are going to say, that |ooks |ike

my case, at | east on one or nore issues. So, | think
am quite optimstic about that. But, we will soon find
out .

But, other than that, we are on schedul e
as far as | am concerned. And yes, everybody is |ogging
the time, but | guess that is what trial |awyers and
| awyers do.

MR. ZI MVMERMAN: Wk are very aware of belling
and weather to the male sheep who | eads the flock, Your
Honor .

THE COURT: Al'l right.

MR. ZI MVMERMAN: The next item on the
cal endar, or on the agenda, excuse ne, is the nmotion
practice for the Duron and the Cl asby case, which I
understand we are going to, by agreenment have heard
after we finish with the status --

THE COURT: Probably wi thout any break,

will defer in part to how |l ong we are in here, wthout




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

25

21

much if any break at all.

di spositive nmotion practice.
from our of wvi

been - - poi nt

out some good communi cati on
beli eve we understand on whi
been requested -- much |ike
obviously all of
themall in the same order
intermedi ary.

MR. ZI MVERMAN:

We will

the moti ons weren't

move right into the

And | think there has

ew, unless we will soon find

bet ween the parties. So,

ch motions oral argument has

t he Duron case, where

argued, but we put

except for the |earned

Whi ch brings us then to the

MDL process and the next steps. | think all I will say
right now for the record is that the Plaintiffs made a
subm ssion in a docunent entitled, "Plaintiffs'

subm ssion concerning representative trials and further

proceedi ngs," and the Defendants made a subm ssion on

the same topic, which | believe we discussed briefly,

actually not so briefly, with the Court this morning.

Furt her

required.

Honor ,

under st

proceedi ng,

amount

this case tried,

we try

di scussion with regard to these issues wil

And what we're really trying to do, Your

fromthe Plaintiffs' side is make sure we

ood what we've |l earned fromthe first bell wet

t he preparation, the amount of effort, t

of nmotions, the anmount

and then what we will learn fromit

it to help us focus on issue resolution, on

be

her

he

of work required to get

as
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stream ining, on efficiency, on appropriate protection

of everyone's rights in the cases going forward.

What we really are asking the Court to do and
asking, really, nore the parties to do, is start
focusing on the purpose of bell wethering, are we

achi eving the purpose,
are we spending too little

i ssues and the | ead cases,

are we spending too nmuch time,

time, are we getting the

are we getting fromthemthat

informati on we need? And without answering that

guestion, we are raising the question -- and | think

more di scussion on that is going to be regarded, because

we are | earning as we go.

| mean, these are -- we can't say we are

painting on an enmpty slate, because we are not, we have

been involved with bell wethers before. But, every case

takes on new di nensi ons, and we are trying to |learn as

we go what we can take from these, how we can stream i ne

t hem goi ng forward, how we can make them nmore efficient

for the 3,200 people that are waiting in the cue to have

their cases resol ved.

So, fromthe Plaintiffs' point of view, we

are trying to find the best, mpst expedi ent, nost

cost-effective way to do it. From an MDL jurisprudence

poi nt of view, we are trying to make sure this MDL works

well from the question of jurisprudence, so that people
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| ook to it for guidance in their case, and know how hard
we are working to help them Plaintiffs and Plaintiffs'

| awyers with cases, getting those cases resolved from

t he standpoint of pure efficiency that we do in a way
that is effective, cost effective and time effective.

There is a lot more that can be said on that,
Your Honor, Defendants can certainly be heard; but, from
our point of view and fromthe subm ssion that we
provi ded, we just want to keep | ooking at that, asking
t hose questions, to make sure we are focused.

We are commtted to the trials, we are
commtted to the -- and the Court indicated we will have
the trials, they will take place as part of the plan
t hat we have all signed on to, and we are fully
comm tted to that.

We just want to make sure that as we go
forward, we learn from everything we do, as opposed to
just repeat them and add nmore work to everybody, because
that is not our intention. | don't know if the Court
wants anything nore fromthe Plaintiffs' side on this.
| just wanted to |let you know that the letters are out
there, the subm ssions are out there, the discussion is
occurring, the focus is there, and we will continue to
do so.

THE COURT: Thank you. M. Pratt?
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MR. PRATT: Li ke so much in litigation,
bet ween the two sides there are points of agreements and
poi nts of disagreenents. | think in substantial part, |
agree with many of the points M. Zimmerman just raised.
We are all learning fromthe process.

We want things to be effective. W want
things to be cost efficient. We want to keep things as
reasonably short as we can to reach closure on the MDL
process.

| think we al so acknow edge that the first
bel | wet her cases are 1861 cases. There are other
product lines at issue, here. W had to work with Your
Honor, and work with Plaintiffs' counsel to try to come
up with reasonable ways to address the other product
i nes.

| think we do have a point of disagreement
with respect to the discovery that has taken place, how
much of it relates to all product Iines, how much
relates to just the PRI ZM 2, 1861. W clearly have a
di sagreement on that. We discussed it with Your Honor
t hi s norning.

| think these are matters that as we are
movi ng through the next few weeks of hectic bell wether
trial preparation and trial, we probably don't need to

move them to the front burner. But, | do think they are
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sort of in the mddle of the stove in terms of when we
have to get these things addressed. | think it is a
matter of talking to Plaintiffs' counsel, seeing what
poi nts of agreement we truly have and where we want to
go, the path forward. And to the extent there are

di sagreenments, we need to get Your Honor involved in a
di scussi on of where you want it to go, obviously. I
think that is where we stand in the discussion taking
pl ace and we will continue to do so.

MR. ZI MVMERMAN: The next item on the
agenda - -

THE COURT: Before you roll in -- you can
just stay there. | will be brief. But, | again remain
optimstic. While | agree with what has been said, to
t he extent there have been those subject matters or
i ssues where there is agreement, disagreement, there are
none of those areas from where | see it, and | suspect
fromthe most part the | awyers agree, that are going to
cause a delay in anything.

| didn't say this in chambers, but | frankly
woul d respectfully challenge the notion. Nobody has
suggested that notion in this group, but to the extent
there are onl ookers saying, well, this is an MDL, and we
are wondering how soon our case can get decided or sone

of these common issues, whether it is an evidentiary
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issues, a liability issue, damage issue, or sone other

| egal issue, fact issue, | would challenge the notion we
are not going to make some headway and resolve sonme
issues with or without settlenment.

| mean, let's be candid, here, we are |iving
in a country where a | ot of reputable | awyers are
di sturbed about |less than a 5 percent jury trial rate.
Most of us older folks in the roomgrew up with trial
rates of at |east ten or nmore percent. But, we are down
to around 3 nationwide in State or Federal Court.

Whet her that is a good thing or bad thing, we are 3 to 5
percent .

| think, statistically apart from what
happens in this case, again | amnmore optimstic that we
will hopefully serve the interests of all clients. And
so, to the extent -- and again, nobody raised the notion
this norning that, well, how are these going to benefit?
| guess to the extent they don't, | will accept ny
responsibility.

But, | think we are heading in the right
direction. And | would agree we are probably going to
have to refine some things so that it becomes nore
apparent, well, how can trying some of these bell wether
cases serve the interests of the onl ookers saying, well,

how is this going to help my case, whether it is to try
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it, settle it, or do something else, or dismss it, or

what ever the -- it could be any or none of those. | am
mostly optim stic when | said -- perhaps | am naive. I
will admt that many of you said, there is a very fine

I ine here, Judge.
MR. PRATT: | apol ogize for that, Your Honor.

THE COURT: There is indeed a very fine |ine,

here.

MR. ZI MVERMAN: Genius and insanity, they
say --

THE COURT: We will see where that
demarcation comes. We will nmove on

MR. ZI MMERMAN: Thank you, Your Honor. The
next item on the agenda is the | ME scheduling of the
Beranek matter. And | think we are still trying to work
t hat out, and we are confident that we will. W trust
we may not be in need of the Court's intervention, but
we are having some difficulty with it because of
particul arized circumstances.

THE COURT: | am famliar with those. You
brought those to my attention. | mean, the worst case
scenario is that each term or condition of working out
this IME isn't worked out and there is more than one way
to resolve it. W will just -- | am a phone call away.

We will figure it out.
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MR. ZI MVMERMAN: Wk understand there is a van
t hat m ght be available. W tal ked about that.

THE COURT: Yeah, | had in nmy old days, with
five kids under seven, | had a kid cab that was -- |
won't even repeat the mles per gallon it got back in
t hose days, it was nice over the road, but | no | onger
have it.

MR. ZI MVERMAN: The next item on the agenda,
Your Honor, is the next status conference which | think
we are not going to set, it is my understanding.

THE COURT: Right. Wth all of the dates we
are going to be back together. | f you go through the --
for those that weren't in the conference this morning,
if you ook on the website, we have a | ot of dates we
are going to be together. And to the extent we need to
add on agenda itenms, since nost of you are going to be
in town -- in part it m ght be something we can do by
phone, that is fine, whether it is on or off the record.
Because you're going to be making many trips between
comng into the Twin Cities and trial prep.

So, another status conference, just to say we
had it, | think we agree we are going to be getting
t oget her frequently enough so we can cover any issues.

MR. ZI MVERMAN: Right. And it is ny

under st andi ng, Your Honor, on the Higgins motion we set
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a date of response.

THE COURT: June 29th. And that wasn't
arbitrarily selected. W have been having a sel ect
amount of time to make a response, and | am handling
that the same way as other notions, which actually is
how I handl e non-MDL cases, which is whether | say yea
or nay to oral arguments, you can read the briefs and
you can have an i mmedi ate turnaround time, or say we
would Ilike to get you in for oral argument or on the
phone on an issue, which is how we have handl ed the
ot hers.

MR. ZI MVERMAN: Ri ght. And then on the other
t hings that the Court provided to us about a nmotion, a
stay of motions with regard to individual cases --

THE COURT: We will just have those -- |
don't think there is any need to discuss that part of
it.

MR. ZI MVMERMAN: And then there is a notion to
intervene that is tracking through -- nothing needs to
be said about that, it's just that it is out there.

THE COURT: The intervention, the notion is
probably -- it is on ECF, because the notion, itself, it
is an intervention for public access by some medi a
organi zati ons.

MR. ZI MVERMAN: Ri ght, and that is tracking
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t hrough -- the PSC will provide their position to the
Court on that at the appropriate time. And | believe
t hat concl udes --

THE COURT: And | m ght add, the reason
singled out the -- and said what the moving party was,
is the last motion to intervene on a case in this
district was not by a -- not in this case, but in United
Heal t hcare was not by an interest group, it was a
Justice Department who came in, recently.

So, that is why |I said, well, there are all
sorts of people who could intervene. Well, this just
happens to be Paul Hannah on behalf of the news
organi zati on.

MR. ZI MVMERMAN: Wk have seen it in the

Medtronic litigation and we have seen it in the Bayco

[itigation.

THE COURT: Sanme t hing.

MR. ZI MVMERMAN: So, we are famliar with it,
and it will get teed up appropriately. Thank you, Your

Honor, that concludes the status conference portion,
unl ess the Court or counsel have any comment?

THE COURT: M. Pratt?

MR. PRATT: Not hi ng on the status conference,
Your Honor .

THE COURT: The only thing I conclude on the
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status conference is, actually, just a footnote to what
| said earlier is, again, there was no naysayers in
chambers, but when a judge takes an MDL case, at | east
this is my understanding, since it is not forced upon a
judge, you agree to take it. And | think most of us
find it interesting, important, worthwhile work for a

| ot of different reasons. Because, obviously, unlike

t he random assi gnment of a case, you can say no.

To the extent there is anyone out there --
again, they probably wouldn't be in this courtroom so |
amtalking to the choir. But, says, well, what happens
on an MDL is the other judge's cases come first, and
then the MDL. But, that is not the case. There is
nothing -- my other caseload won't interfere with noving
as quickly as we need to in these cases. And every
judge, in my understandi ng, agrees when the MDL Panel
contacts you to give priority to the case.

And if you wanted specifics, and you haven't
asked for any, we could go right down here to these two
fine |l awyers. And | won't have Danielle or Anmy tell you
how much they have worked on this case, either, because
that is what we are here to do.

It will get the attention it needs, so that
i's not an issue, either. Nobody has called or asked,

but if they would call and say, well, is this getting
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bunped because of some other work, here, or because
there is all sorts of publicity?

| am not a bean counter, but some people are.
There is publicity lately at all of the conferences in
M nnesota, wi thout the MDL's here, it is the second
busi est district in the country. \While that is true,
because of the patent work, | don't know of any judges
conpl aining. We have Senior Judges working full time,
essentially.

We don't have any backlog, there is no court
congestion that | know of, because that is sometinmes a
guestion on an MDL. Well, it is not a question in my
case or the other judges who have them And | wl
chal l enge that notion, as well. Enough said. W can
move right in.

People are free to stay, they are free to go.
We are going to nmove into the dispositive notion ora

arguments at this time, unless one or nore parties want

to take a short break. | think we should move right in,
at |l east nove right into the -- then we will take a
break sometime, but we will nove right into the notions.

Do one of you, one party for each side, a
representative from Plaintiffs and Defendants want to
just kind of set the stage? | believe | know which

moti ons are going to be argued, because we have been in
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contact with one another the last -- but, for those of
you who may be sitting in the courtroom who are
wondering -- and maybe there is no one, maybe everybody
knows exactly what is about to happen -- well, | wonder

what notions the Judge is going to hear.

Il will just ask one counsel for each party to
i ndi cate what you believe the course of events will be
this nmorning, and then we will go fromthere. And

everybody el se who needs to take their | eave for other
comm tments, | will |leave that to them

M . Carpenter?

MR. CARPENTER: Your Honor, | think today we
are planning on arguing the Duron Learned |Intermediary
Motion, the Clasby Learned Intermediary Motion, some
aspects of the Clasby Choice of Law Motion, and the
Cl asby No Injury Motion.

THE COURT: Does that meet with the
Plaintiffs --

MR. LESSER: And there is also the Mdtion to
Strike, for M. Armstrong.

THE COURT: And | think | indicated in
chambers, it is |likely because of time issues on the
Motion to Strike on M. Armstrong, |'m prepared to,
unl ess sonmet hi ng unusual happens here, to rule off the

Bench on that today.
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MR. PRATT: Your Honor, with your perm ssion
we have anot her judge that wants to chat with us, may |
be excused?

THE COURT: Certainly.

MS. HOLLOWAY: Your Honor, | need to catch a
pl ane. | apol ogize for having to | eave.

THE COURT: That is no problem

We can proceed with whatever notion you would
like to tee up first. | didn't have a preference. And
| had them down, but | don't know if there is an order
of presentation you've agreed to, so we can proceed in
what ever order you would |ike to go.

MR. CARPENTER: Your Honor, we are pretty
flexi ble on how we need to proceed. And since the Court
has a tentative decision in the Armstrong Motion, why
don't we hear that one? W think it probably obvi ates
any need for oral argument on the issue, correct?

MS. STRIKIS: That is correct, Your Honor.
Our arguments are summarized in the brief, unless you
want to take some positions on the record.

THE COURT: | didn't mean to scare anybody
of f back there in chanbers.

Well, the record before me is the Motion to
Strike. | think it is a four-page supplenmental report

by M. Armstrong that was, | believe, submtted
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recently. And my ruling is this, then | won't ask for
re-argument; but, if there is a request for
clarification, because | am also going to suggest that
if there is a simlar issue on a subsequent case, Clasbhy
or others, and there may be, then I will probably give
you at | east an idea of what may happen.

Obviously, there are two ways, at |east two
ways to resolve it, and you have each suggested those in
your briefing. The case law is not in fl ux. It is
crystal clear what a judge's discretion is when a report
comes in untimely behind a deadline. It is really the
reasons for it, there is not much dispute about what day
it came in. And for the record, | believe we are
tal ki ng about the May 20th report with the May 1st
deadline, if my notes serve nme correct.

It is the history behind it that is in

substantial dispute. The dates are not. The two compn
remedies -- and there is no ruling | am going to make
today so it is clear. It is tied to the specific facts

of the dispute between the parties, but you won't hear
me say, well, because this is part of an MDL, this is ny
ruling if it wasn't an MDL, it would have been
different. | don't believe -- | think the issues are
the same, either way; but, there is an explanation to

the history that does account for some of this.
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We have had, not -- typically, not unseen in
maj or single conmplex cases, apart from MDL, non- MDL,
rolling discovery. Much of it has been by agreement of
the parties, some has not, it has been by Court
decision. And so some of these discovery deadlines have
been worked out, and some have not. And there is
ongoing -- there have been some ongoing agreenents,
ongoi ng di sputes because of the gl obal nature of the
di scovery on just not the so-called experts, but on the
di scovery.

In this case, we have got Gui dant
asserting -- and actually, the Plaintiffs, as well.
Well, apart fromthe dates, Judge, |ook at how |l ong they
have had some of the information. And then, of course,
the crucial issue for the Plaintiffs is, the report is
case specific, the supplemental report. So, my ruling
is the same, whether it is viewed as a new report, a
suppl ement al report. So, the two primary options are
t hese, as they are in nost cases. One is to do what
Gui dant has asked me to do, and that is to shut off the
report and exclude it.

The second, the Plaintiffs' view is that
woul d be prejudicial in a substantial way fromtheir
poi nt of view, because we admt that this report

specifically addresses the individual case set to go.
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My view is, there are valid points to what
both parties have said.

MR. CARPENTER: And | think that anybody that
| ooks at this, the discovery issues -- well, | am not
asking the parties to look at it in any particular way.

| just think both parties have to own to some
extent as we discussed in chambers, some of the
compl exities of the discovery, because | don't really
believe, until it is shown to me otherw se, that anyone
has proceeded in bad faith.

But, | ooking at how we got into this
situation with rolling discovery and the nature of the
report, that shouldn't come as a significant surprise in

my judgment to Guidant. Noti ng Gui dant's objection, the

Motion to Strike is denied. | think the prejudice is --
| can mnimze -- | can't outweigh it to the Plaintiff.
| can for the Defendant. That does not mean | wil

grant a continuance of the trial.

| will direct that Mr. Armstrong is made
avai |l abl e on for deposition on a schedule acceptable to
both parties, especially Guidant, and that the
Plaintiffs will be responsible for the costs of that
deposition of M. Arnmstrong in response to the
suppl emental report. Noting the objection to the

Plaintiff to that piece of it, noting the objection of
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t he Defendant to deny their motion to strike, | would
suggest that if we have simlar issues in the next case
or two com ng down the line, unless there is a factual
history to the discovery and a substantially different
i ssue that would set the history of the case apart from
this particular one in front of me, that you can expect
exactly the same ruling and should proceed accordingly.

The reason not to do this is, of course,

someone could make the argument that, well, then really
deadl i nes don't mean anyt hi ng. But, | really think that
that is not what this decision means, whatsoever, if one

| ooks at the situation. And nobody really engineered it

this way. | reject that notion. | am not so sure that
either party is saying that. But, given the nature of
the report and the remedy | have available, | believe it

is the proper exercise of nmy discretion to handle it in
this way.

Have | excluded reports in the past?
Certainly. May | in the future? Certainly. This is
the remedy | choose today. A request for clarification
fromthe Plaintiff?

MS. STRIKI S: No, Your Honor, thank you.

THE COURT: Def endant ?

MS. MOELLER: No, Judge, thank you

THE COURT: We can go on, then, with the
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di spositive notions.
MR. CARPENTER: Your Honor, why don't we
start with the Duron Learned Intermediary Motion?

THE COURT: That's perfectly fine.

MR. CARPENTER: | hear no objections from M.
Lesser.

THE COURT: Excuse me.

MR. CARPENTER: May it please the Court, Your
Honor, Andy Carpenter for Guidant. W are here today on

several motions. This one is the Motion to Dism ss
Leopol do Duron's failure to warn cl ai ns. No matter what
t heory they are brought under under Guidant's motion,
based primarily on the Learned Intermediary Doctrine.

At the outset of this nmotion, | think it is
i mportant to note that Guidant is constantly in
communi cation with EP's who prescribe and inplant these
devices. Guidant does provide explicit warnings to
t hese | earned intermedi aries who inmplant these devices.
Gui dant warrants the physicians explicitly, particularly
t hrough the Physicians' Manual.

One particular warning is, quote, "The |ICD
pul se generator is subject to random component fail ures.
Such failure could cause i nappropriate shocks, induction
of arrhythm as, and could lead to the patient's death."

Anot her warning in that Physicians' Manual
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al so points out the danger of, quote, "Potential
mortality due to inability the defibrillate or pace.”

| think the analysis has to start out with
what the duty to warn is under California | aw. And |
think we all agree that California | aw applies to these
clai ms.

THE COURT: At |east we do now.

MR. CARPENTER: We do now, thanks for the
Court's Orders. Thank you.

California | aw does not inmpose absol ute

liability on manufacturers, particularly manufacturers

of life-saving medical devices. California follows the
Rest at ement Second Torts 402A, Coment K. It is not
absolute liability. It is not guarantor liability, it
is not an insurance liability. It is a reasonable

st andar d.

Under California |law, the manufacturer of a
medi cal device is not strictly liable for injuries
caused by a prescription device, so |long as the device
was properly prepared and acconpani ed by warnings of its
danger ous propensities that were either known, or
reasonably scientifically known at the time of
di stribution.

I n other words the standard is known or

reasonably knowable at the time of distribution and
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i mpl ant . It is also inmportant to note that California
i mposes no duty whatsoever to warn physicians of dangers
and issues of which they are already aware. Those

st andards are set forth in the Brown case and in the

Pl enger -v- Al za case.

What this means is that | think the Court's
anal ysis has got to focus on what Guidant knew March
9t h, 2002, when the Leopoldo Duron was implanted with
the PRI ZM 2 device. It has got to focus on what Gui dant
knew, what it reasonably could have known, under the
informati on avail able to Guidant at that particul ar
time.

Now, Plaintiffs bring up later in their
opposition papers the issue of continuing duty to warn.
And |I'm not going to get into under what circunstances a
continuing duty to warn arises, or doesn't arise, under
California | aw because it is a largely a red herring,
Your Honor .

In this case, this Court has basically
already ruled that to the extent M. Duron can state an
injury, it is based on having to have his device
expl anted because of a recall. Not hi ng Gui dant did or
didn't do, in terms of the continuing duty to warn
affected that injury or could have avoided it after

March 9th, 2002.
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Once he was inplanted with that device, the
die was fairly cast in ternms of that particular theory
of injury. I n other words, there is no relation between
any particular breach of a continuing duty to warn after
i mpl ant and any damages caused to Leopol do Duron.

So again, | focus the analysis on March 9th,
2002, which brings us to the question, what did Guidant
know, or reasonably could have known on March 9th, 20027
Well, it knew there was one arcing incident, one, a
single arcing incident. February 1st it occurred.

Gui dant got the information February 2nd and was | ooking
into it. Once incident out of approximately 17,000

PRI ZM 2 devices inmplanted nationally in U S. citizens as
of March 9th, 2002.

And the evidence is unequivocal. Gui dant
hadn't even opened a trend, hadn't figured out what the
root cause. The MedWatch report, Exhibit 15, that has
been subm tted unequivocally denonstrates that there was
only a suspected cause, and that the failure was
consi stent at that time, viewed as consistent with a
random conponent failure. There is no evidence that
Gui dant knew what the root cause of that was.

| think it is inportant to emphasi ze, again,
t hese devices had an extremely reliable track record.

They were working in nunbers that well exceeded
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projections to the FDA, conpetitor's devices, other
devi ces.

At the time M. Duron's device was prescribed
and i npl anted, Guidant knew of a single arcing failure
out of a body of 17,000 devices. Guidant pronptly
reported that to the FDA as per regulations. The FDA
saw no reason to issue warnings based on that once
i ncident.

Under California |law, regulatory action or
i naction is powerful evidence of whether a legal duty to
warn exists. The FDA didn't think so at that point in
time. I n hindsight later on, it made a different
deci sion years down the road, but on March 9th, 2002,

t he FDA decided to take no action. And that is an
i mportant fact.

Plaintiffs' position is that Guidant had an
obligation to provide warnings to physicians, to
patients -- | am not precisely sure to whom -- based on
that single failure. They say that in their opposition
briefs. | submt, Your Honor, that is a preposterous
st andar d. | have never seen any case anywhere that
proposes such a Draconian, and pointless, may | add,
war ni ng standard.

These are conpl ex devi ces. Field failure

reports and incidents are not uncommon. That doesn't
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apply just to Guidant's devices, but Medtronic's, St.
Jude's, any manufacturer's devices. Were Gui dant
required to warn EP's or the public or anyone beyond the
FDA, which it does and it did as soon as it receives
field reports of device failures, physicians would be

i nundated. They would be getting them constantly. They
woul d mean not hing, especially w thout the root cause
identified yet.

What they would basically be receiving is a
report, you know, every few days. W' ve seen another
random conmponent failure, don't know what it is yet,
just thought you would like to know. It woul d mean
absolutely nothing in terms of a physician's ability to
gauge the risk, make an intelligent |earned decision.

| submt, Your Honor, there is no authority
anywhere mandating such a duty to warning.

THE COURT: So, how -- they make nuch of the

fact that your I|Independent Panel, or maybe not so

i ndependent panel would -- one instance al one, but your
response is: Well, this wasn't system c, or the phrase
is define basis for malfunction, or |I think we agree

anot her phrase that has been used to characterize both
is root cause. Who makes that decision, whether it is a
root cause?

| mean, in other words, the Panel says --
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whet her the Panel or someone else said it, well, one may
be enough if it is systemc or it is a defined -- who
makes t hat decision, and when it is made? |Is it what
you just said, down the road a piece when the cause is
identified?

MR. CARPENTER: | think ultimately the
company, itself, has to make the decision, it has to
figure out what the root cause is. And Guidant tries to
do that. It is constantly working to inmprove the
reliability and the quality of its products. Because
the duty to warn lies with the conmpany. And the
guestion is, what are you warning of? Until you know
what the root cause is, there is nothing to warn of that
is effective. Al'l you could do is tell EP's, or the
public, there may be a problemin this one device out of
17,000. That means not hing.

Now, after the conpany has affirmatively
figured out exactly what happened, then perhaps it is in
a position to provide more reliable information. And |
do think Your Honor picked up on a correct distinction
that the Independent Panel talks about the duty to warn
really occurs in the context where you know it is a
system c failure, or you can identify the root cause.

There is really no upside, no policy

advant age and no practicality to warning that there may
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be some problemin this one device out of 17,000. W
don't know what it is, but FYI. It doesn't really help
anybody. Physi ci ans woul d be inundated wi th meani ngl ess
shot gun warni ngs constantly. Because, frankly, device
failures for all devices, for all manufacturers, are
reported fairly constantly. These t hings happen. They
have got a known failure rate for all devices. So,
pretty much every day in a conpany you are going to be
getting them comng in. That is just the way the

busi nesses worKk.

Plaintiff alternatively argues that Guidant
had a duty to warn of the generalized use of polyimde
inits products. There is absolutely no evidence in the
record denmonstrating that Gui dant had any reason to
believe that polyimde, as used in the context of these
PRI ZM 2 devi ces was a problem

If you really | ook at what Plaintiffs are
tal ki ng about, Your Honor, it is not even a warning
claim \What that is is a back door design defect claim
Thin about what the warning would be. Warning, this
product contains polyimde. That means not hing.

War ni ng, the United States Navy has
determ ned that polyimde is inappropriate for use in
Navy fighter jets. That nmeans absol utely nothing.

Gui dant had used polyim de for a decade or nore in a
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variety of I1CD s conpletely successfully. Gui dant had
used polyimde in 17,000 different PRI ZM 2's, i npl anted
in the population up to that point with no empirical

evi dence of failure.

Gui dant used five tinmes the amount of
pol yi m de necessary to stand the charge given in the
PRI ZM 2 as a redundancy feature, plus it used a triple
redundancy feature relying not just on polyimde, but on
spaci ng, medi cal adhesive. So, the point is, until
Gui dant has specific evidence, know edge, that polyim de
is inappropriate for this particular use, it means
not hi ng what soever to point to a vague study that says
under certain chem cal positions, situations in the
abstract, Guidant may under a certain point degrade when
exposed to a certain amount of water in these particul ar
test conditions. That would inpose ridicul ous
obligations on manufacturers.

If you take a step back and |l ook at it, all
component parts have their pros and cons, it is a design
trade-off issue. Every conponent part will eventually
degr ade. Every component part could have a problem
dependi ng on what happens. Plaintiffs' argument taken
to its logical conclusion would require a blast warning
of all conponent parts, their theoretical possible pros

and cons on the side of every package or every
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Physi ci ans' Manual given to EP's. And that is useless

i nformati on. No EP wants that. It doesn't help anyone.
It doesn't help patients. The FDA doesn't want that.
The EP's don't want that. Patients don't want that.

So, | would submt that there is absolutely
no evidence that in March of 2002, Guidant was in
possession or should have been in possession of any
specific knowl edge that PRI ZM 2 was i nappropriate for
the uses in the header that would require an additional
warning. And even if it did, that is not really a
warni ng claim Your Honor. That is a back door design
defect claimwhich California does not recognize under
Comment K and that Plaintiffs have already voluntarily
di sm ssed, because they know that they can't assert that
claimunder California |aw

Plaintiffs have al so made the argument, nore
so in the Clasby case, but also somewhat in the Duron
case that Guidant should have warned of engineering
change orders. Well, again, engineering change orders
are constant in this industry. The product is
constantly being inproved to a certain extent.

Gui dant deals with about 1,500 ECO s per
gquarter. That would mean the EP's, physicians, or the
public, whoever this warning is supposed to get to would

get multiple ECO warnings every week. They would mean
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not hi ng. They don't tell you anything. | don't think
there is any duty, whatsoever, to warn of ECO s in the
abstract.

| think it is inportant to note, Your Honor,
that three people who agree with this notion that it
should be granted are Plaintiffs' expert w tnesses Dr.
Swer dl ow, M. Armstrong, and Dr. Pari sian.

If you |l ook at their testinmony, these three
Plaintiffs' expert witnesses all agree that Gui dant had
no duty to warn about these dangers until well after M.
Duron's device was inpl anted.

Dr. Swerdl ow has stated that Guidant's first
duty to communicate the arcing problemarose in April of
2002 when the ECO change was made. M. Armstrong agrees
that April of 2002 was the first time he had seen
document ati on of any recognition by Guidant of an arcing
probl em

And Dr. Parisian who -- frankly, whose
testi nony should be struck for other reasons we won't
get into here. But, even she recogni zes and has
testified that Guidant was not aware of the root problem
in these devices until June of 2002. That is al
decided in our brief, Your Honor. | think that is
incredi bly dispositive.

| think at the end of the day, there is no
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evi dence that Guidant was in possession or should have
been in possession of facts putting on a duty to provide
additi onal warnings, other than the ones it did.
Possibility of random conponent failure, or possible
inability to pace. At that point, based on what Gui dant
knew, that was a random conponent failure, one incident
out of 17, 000.

Let's tal k about causation. Even assum ng
Gui dant had the duty to provide additional warnings,
which it did not, the question is: Did the failure to
give these additional or different warnings cause M.
Duron's injuries? 1.e., if he had been given different
war ni ngs, could he have avoi ded his explant injuries?

There is no evidence to indicate that
Gui dant's failure to provide additional warnings,
what ever they may be, Plaintiffs are still not clear on
this, injured M. Duron.

The | egal standard is that California does
not recognize and has explicitly rejected a heating
presunmption. California law requires plaintiff to prove
"not only that no warning was provided or that warning
was i nadequate, but the inadequacy of the warning caused
the plaintiff's injury."”

Several cases, including the Motus -v- Pfizer

case cite that. There is no presunption that had a
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di fferent or better or alternative warning been given
t hat the prescribing physician would have |istened to it
or that it would have made a difference to them

These cases are unani mous that a product
war ni ng defect, quote, "cannot survive summary judgnment
if stronger warnings would not have altered the conduct
of the prescribing physician.” That is fromthe Motus

-v- Pfizer case. That applies to the vengeance in this

case, Your Honor. There is not only no evidence that

di fferent warnings would have made a difference, but
there is affirmative evidence disproving that whatever
war ni ngs Plaintiffs want or claims that should have been
gi ven woul d have changed Dr. Higgins' prescription.

Dr. Higgins unequivocally testified that he
knew, and this is inportant. Not only does he testify
that had | been given this information, it wouldn't have
changed nmy diagnosis at all; but, he testifies that he
basically knew already the facts that Plaintiffs say
really should have been disclosed to him because he is
an educated EP. He relies on a broad variety of sources
for his information.

He knew that I1CD's can sonmetinmes fail to pace
and may cause death. All EP's know that. That is in
paragraph 5 of his declaration.

Al so, he testified that news of some isol at ed
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short-circuitings would not have affected his decision
to implant M. Duron with the PRI ZM 2 devi ce. It woul d
have made no difference to him

THE COURT: Now, of course, on this causation
issue, unlike the others, although I amcertain | am
going to hear something about the statistics and what
was measured in terms of this 1 out of 24,000 or 1 out
of 17,000, I"mcertain Plaintiff is going to get up here
in a moment and say, | have to accept or assess the
credibility of Dr. Higgins and ignore his relationship
with Guidant in order to say, you nust take Dr. Higgins
at his word. That is right where that piece of it, not
the prior, is going to go.

MR. CARPENTER: Yeah. Two responses to that,
Your Honor. First of all, no, you don't have to listen
to what Plaintiffs do. Their attenpts to underm ne Dr.
Hi ggi ns are not evidence at all and they don't really
create any kind of a jury issue. He was reasonably
compensated for his time as an EP and he thinks Gui dant
is a great company because Gui dant makes great devices
t hat saves people's lives. The record shows that. I
don't think that creates any kind of a credibility
i ssue.

|f that creates a credibility issue, any EP

is going to be subject to that and there is never going
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to be any summary judgement on issues of warning

causati on. Because all EP's who work with conmpanies,

and many, many, many of them do, have to get conmpensated

for their time. There is nothing untoward about that.
But, for sake of argument, assume that

Plaintiffs' attacks on Dr. Higgins, which are meritless,

absol utely succeed? Take his affidavit out of the m x,

entirely. Assume they entirely negate what he is

tal king about, Plaintiffs still |ose. At nost,

Plaintiffs have elim nated our affirmative evidence

di sproving the causation element that is theirs to prove

of their case. This Court is left with no evidence,

either way, that different warnings would have changed

t he conduct. And that is in the Motus -v- Pfizer case.

It is very inmportant. The Court notes, after rejecting
plaintiffs' credibility challenge as not being based on
any substantial evidence, that plaintiffs would still

| ose, even if they won the credibility issue. ' m

| ooki ng at page 998.

Furthernmore, there is precedent for the
proposition that even if Dr. Trostler, the prescribing
physician in that case, were discredited at trial,
plaintiffs still m ght not be able to prove causation
and it cites the Plummer case, noting, quote, "It may be

true that the prescribing doctor was an interested
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wi t ness, but his was the only testimny on the issue of
proxi mate cause. Even if the jury failed to credit him
the Plaintiff still has not proven an essential el ement
of his case.

It cites the Strumph case which quotes,
guote, "Even if there were a basis for doubting the
credibility of the doctor's deposition testimny, such
doubts would not provide a sufficient foundation for an
affirmative jury finding that plaintiff established by a
preponderance of the evidence that more prom nent
war ni ngs of the risks in the PDR would have altered the
doctor's decision to prescribe Trilafon, the drug at
issue in that case.

So, the point is, there is really no
credibility issue as to Dr. Higgins. He has done
absol utely nothing untoward and his admration for
Gui dant is entirely understandable and pretty typical of
the vast majority of EP's as we are going to see |ater
on in this litigation

Number two, even if Plaintiffs' attacks on
him were somehow sufficient to conpletely negate his
credibility, they still lose. There is no evidence,
even if you take his affidavit out of the m x that any
di fferent warnings would have changed the prescribing

doctor's opinion.
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Plaintiffs cite a couple of things that are
absolutely zero evidence. They cite Hauser's opinion,
they cite Dr. Tyres and they cite Dr. Sardul Singh's
opi ni on. None of them were his prescribing physician.
None of them opine on what a prescribing physician would
have done on March 9th, 2002, if they had had the
particul ar warnings -- whatever they are, Plaintiffs
never identified themthat Plaintiffs say should have
been given.

Dr. Hauser merely in an out-of-court e-mail
hearsay decl aration complains to the FDA about the
mar keti ng of post-April ECO mtigation devices. He's
not even tal king about the same subject matter. And |
don't even think Dr. Hauser, and the Plaintiffs can
correct me, | don't think he is even an EP. | don't
think he is even qualified to talk about that issue,
despite the fact that it is hearsay and he is not the
prescribing physician.

Dr. Sardul Singh didn't testify about that,
ei ther. He just states that he explanted several of
t hese devices in retrospect after the recall canme out.
He offers no opinions on what he or a prescribing
physician woul d have done, or particularly M. Duron's
prescribing physician would have done had he been given

t he warnings Plaintiffs claimthey should have been.
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Dr. Tyres tells you absol utely nothing.
Agai n, not even an EP, not qualified to opine on it, but
states basically that he is in favor of full disclosure
in retrospect. Well, sure, probably everybody is; but,
t hat has nothing to do whatsoever with the issues in
this case.

So, | submt to Your Honor that Plaintiffs'
evi dence that the different warni ngs would have resulted
in a different result is nonexistent. Def endant s'
evi dence disproving this element is absolutely powerful.

Now, | want to point out one thing about
credibility. The cases Plaintiffs cite on the
credibility issue are very different than what they are
arguing. They cite some California cases that
credibility can create maybe an issue as to the
reliability of the prescriber's opinion

Those cases deal with the equivocal or
unequi vocal nature of the statements. And those cases
Plaintiffs point out, cite to, the courts only find
statements have credibility issues if they are
wi shy-washy, or if the physician is using hindsight and
says he didn't know that information already.

They don't talk about getting paid reasonable
dollars, they don't talk about admration for the

conpany, that is not the kind of credibility issue those
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cases tal ked about. Those cases are tal king about weak,
flimsy opinions.

In this case, Dr. Higgins opinion was rock
solid, unequivocal, and absolutely fatal to the
Plaintiffs' case. Attacking Dr. Higgins, in other
wor ds, just doesn't substitute for Plaintiffs' utter
| ack of evidence on the causation issue.

THE COURT: You are suggesting that | don't
have to go there, anyway, because | shouldn't get to
causati on.

MR. CARPENTER: No, duty -- you don't have to
worry about causation, Your Honor, absolutely right. I
think it fails on two accounts for that.

So, in conclusion, Your Honor, | wll wrap
this up. | think it is clear that the evidence in the

record shows t hat

based on what

Gui dant knew on March

9th of 2002, there was no information known or
reasonably known that would impose on it a duty to
provi de additional or different warnings. Plaintiffs

have never
shoul d be.
And number two,

there is not, there is no
different or

prescription and avoi ded M.

even really identified what

i ndi cati on,

t hose war ni ngs

even if there were, which

no evidence that

alternative warnings would have changed the

Duron's alleged injury.




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

25

58

THE COURT: Thank you

Whenever you are ready, M. Lesser?

MR. LESSER: Yes, thank you. Seth Lesser on
behalf of Plaintiff Leopoldo Duron. W just covered a
| ot of ground. And | amtrying to figure out where is
the best place to start.

THE COURT: One place we could start --

MR. LESSER: Okay.

THE COURT: Maybe not just with you, but I
could ask you jointly with M. Carpenter, is we are
trying to figure out the exact counts that are failure
to warn. In other words -- and maybe Gui dant shoul d be
the first one to ask. They are relying on Duron's
Original Conplaint, and we want to just make sure which
counts we are addressing. That probably isn't where you
intended to start, M. Lesser.

MR. CARPENTER: Yeah, | believe they
enconpass all of the clainms that sound in warning
t heory, regardless, and | believe the Amended Conmpl ai nt
includes a, was it strict liability warning and
negligent failure to warn, it would include the consumer
protection clainms to the extent they are based on a
failure to warn theory -- Scott, am | m ssing anything?

MR. KAI SER: Yeah, | think that is about

right.
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THE COURT: Al'l right.

MR. LESSER: Okay. Let nme begin at the end,
as it were, whichis -- well, there are two pieces,
here. Strictly speaking, the nmotion was, and |
understood it directed at | earned intermediary. Lear ned
has two pieces. Learned i ntermediary has two pieces, it
is two words, |earned and intermediary. And both have
to be met. And | can go fromeither direction to show
t hat they both are not met, here.

But, |, unfortunately, do not have copies of
this, so | amgoing to have to read it and hand it up
one of the recently produced docunents. And it goes
directly to the argument that Guidant -- that apparently
Plaintiffs now have the burden of showi ng -- disproving
somet hing here today. And the question, of course, is
and wit hout repeating everything we heard only a few
weeks ago, that Plaintiffs have made nmore than a slight
case that Guidant as of anytime in the history of this
particul ar device should have warned and should have
known as to the propensities of polyimde to degrade,
and the |ike.

We put on several weeks ago the evidence
about it is an acquisition accel erant company, as well,
and there was not know edge known of the accel erant

about this. And t hat was not di scl osed. But, let me
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just read froma, as | said, a document that at | east
Plaintiffs believe they should have seen a long time
ago, and at |l east as far as we can tell, we did have it
just disclosed to us.

And this goes directly to the point about
whet her or not Gui dant knew or should have known. And
the reason it is knew or should have known is because
M. Carpenter keeps returning to the point that Guidant,
itself, didn't know.

Well, the critical point is under California
| aw, not slightly, but clearly, the issue is not known,
nei t her known nor knowabl e, because that -- in the
Carlin case, California Supreme Court, the cite cites
two cases. And let me just explain this before | get to
t he docunment. In California in the Carlin case, the
def endant argued the standard as to when a duty to
di scl ose arises should be known or knowable, which is
essentially everything we just heard.

In actuality, the California Supreme Court
took it to a higher level, or at |east a nore rigorous
| evel. And the claim failure to warn of a known or
reasonably scientifically knowabl e defect. That is
Carlin, 13 Cal.4th at 1118. So, the focus is the
obj ective one, not necessarily what Guidant knew or was

knowabl e to Gui dant, even though we submt, based upon
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and I won't repeat it but if Your Honor wi shes to |

could pull out our papers fromthe |ast hearing, that

Gui dant, itself, had know edge. But Gui dant knew or
shoul d have known -- and indeed, what | have in my hand,
which I will read now, is really an extraordinary

m ssion, because this document is in 2004, Septenber
15t h, 2004.

It arises in not the PRIZM context, but the
RENEWAL 1 and 2 context. But, the RENEWAL 1 and 2 issue
also relates to polyimde. And it is an e-mail fromthe
Quality and Reliability Assurance Manager of Gui dant
Corporation to two individuals.

And basically, he says, | want to take a
moment to talk about a couple of itens. It seens the
RENEWAL 1 and 2 investigation is finding that polyi mde,
tubing is breaking down when com ng in contact with the
body fl uid. Furt her redundant insulation that may have
been pressed away fromthe wire through the
manuf acturi ng process. Sounds pretty close because the
CONTAK story is the next device, same story, once again,
same probl em

Here is the critical point. | believe there
are several learning points that we need -- | believe
there are several |earning points that we need to

integrate and watch for in future designs. One,
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material interaction with bodily fluids, a sinple
mat eri al search for polyimde tubing would have
identified that it would break down in the presence of
moi sture. That is our point, a sinple search by Gui dant
at anytime prior to M. Duron's inmplantation would have
shown that it breaks down in the presence of bodily
fluids. It isn'"t merely the Navy study, it isn't merely
t hat as we have heard before because we heard it | ast
time that salt water is different in the Navy study from
what the human body is. This one document alone and all
of the others we put in previously |ast month, shows
t hat Guidant -- this is an adm ssion that says Gui dant
-- a sinmple search would have discovered polyimde is a
problem it breaks down. The document -- | guess |
shoul d perhaps mark, at |east hand up, and |
unfortunately don't have copies, but it was attached to
our subm ssion. It is the very first document in the
subm ssion that was filed on the representative trial
process. It is CPlI 185-00-14215A. Il will hand it up
but the Court does have it?

THE COURT: We have it.

MR. LESSER: Very good.

THE COURT: And by representative subm ssion,
t hat was on the letter that came with the attachments

that | got from each of you this past week
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MR. LESSER: Yeah, it wasn't in a |letter, per

THE COURT: No.

MR. LESSER: It was actually a filing which
think we | abeled it subm ssion, filed as a report, |
bel i eve.

THE COURT: Ri ght .

MR. LESSER: On ECF. So, on the | earned
side, it is not merely a question of what Guidant knew
as of that particul ar date. It is what Guidant shoul d
have known t hroughout and should have known continually.

This is not a back door of creating a
separate claim It is an independent claim It is a
claim in essence of fraud and failure to warn. \What we
don't get, under the Court's ruling a few weeks ago is
all of the advantages of those strict products liability
design claim that is, certain other things that you
have to show or not show. But, it is a separate
i ndependent claim so it can certainly be asserted under
all of the causes of action that we just heard.

THE COURT: s it a back door design defect
claimas M. Carpenter has suggested?

MR. LESSER: We no |onger have the right to
bring a design defect claim It is a strict liability

claimunder California | aw But, we certainly have the
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right, of course, to bring a claimthat would sound in
fraud or something akin to fraud or negligence. W then
have to prove other aspects of the claim

So, is it, in essence, that the conmpany
shoul d have designed this differently and warned
differently? Of course it is; but, it is a separate
cause of action. It is a harder cause of action,
per haps, to succeed on, but it is a separate cause of
action. So that, by itself, does not in any way, shape
or formdefeat the claimnmerely to say it is a back
door. The sanme issues come up.

THE COURT: So the argunment goes, it was
reasonably scientifically knowable, as the California
guote goes, and therefore goes the allegation, if it was
reasonably scientifically knowable, then that invokes
the duty to warn?

MR. LESSER: Correct, absolutely. That is
exactly it, Your Honor. And to say that there is not a
mat eri al issue of fact, here, given the reports of
people like M. Armstrong and M. Tyres and the |ike, we
can't even begin to get there.

There are certainly triable issues of fact
about whether it should have been built this way,
designed this way, warned this way and what should or

shoul d not have been sai d.
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THE COURT: So, where -- and i
to get to it in the argument, then | wil
But, where in that context, on that issue,

Carpenter's 1 in 24,000 failures, or one i

f you are going

sit tight.
do we put M.

n 12, 000 --

and if that is all they knew about, how could they

possi bly, one, have a duty to warn, apart

fromthe

argument of they |l osing doctors or other entities with,

you know, this failure or that failure?

MR. LESSER: It is continual

It is not

al ways the end post of every incident every time

somet hing wal ks in the door one has to warn of it. I

mean, our argunment in the first place is i

have been out there, irrespective.

In other words, Guidant didn't

for the incident reports of the PRIZM 2's

t shoul dn't

need to wai't

to come in.

It shouldn't have been an issue in the first place.

But, even as to when the incidents come in, there is a

conti nuum It depends on what is the nature of the

i ssue.

And here -- and we have it in

our earlier

subm ssi ons, repeatedly, Guidant's own executives

admtted, this was a safety issue. And the |Independent

Panel evidence is of, | think, 1,4007?
MR. SHKOLNI K: 1,400 reports.

MR. LESSER: Of 1,400 reports,

only 40 were
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safety. So, you asked the important question, you know,
who makes the decision when to issue a warning or not?
Of course it is Guidant, it has to. Nobody el se knows
what Gui dant knows.

But, Guidant's decision making has to be
driven by the materiality and the significance of what
it knew or should have known, or in this instance,

i ndeed, what it knew. So, for summary judgment
pur poses, we go one step beyond to what it should have
known. We go to what it actually knew.

And whil e Guidant wi shes to downplay the
significance of docunment nunber one, CPlI 35, which
di scusses the suspected root cause -- if Your Honor
| ooks through many of these incident reports, it is rare
one actually has a suspected root cause identified at
the very begi nni ng.

And in addition, this suspected root cause,
and this is what the testimny had, and this is what
Plaintiffs' experts say, is one that should well have
been apparent to raise a significant red fl ag. Because
it is -- and Dr. Tyres goes at sone |length to explain
this. This is not a random failure, which is what
Gui dant says we warned about, and that is all we have to
do. Guidant wal ks off the hook every time it puts in a

failure -- a statenment, a warning, that randomy devices
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m ght not succeed. But, when they are systemc of this

sort, because this was arising out of the very nature of

the way this was designed, and indeed fromthe very

begi nni ng Gui dant knew that there was a suspected root

cause, and i
is a higher
Soci ety and

enough.

ndeed Gui dant ended up being correct. That
| evel. And that is why the Heart Rhythm

t he I ndependent Panel both say, one can be

So, to say that anytime something comes in

the door m sses the point, it has to be what is that one

t hat comes i

wi shes to cl

n the door. And although Gui dant somehow

aimthat Dr. Hauser may not know what he is

tal ki ng about, as he said, his testinmony is clear, had

you warned of this risk, no physician in America would

have i nmplanted it.

will get to

Hauser, who

Now, certainly, Dr. Hi ggins disagrees, and |
t hat . But, to argue or inmply that Dr.

is the nonretained expert is sonmehow

suspect, because that was the position taken in the

reply brief, I would just |like to hand up two points.
THE COURT: And before you | eave the
September 14th, '04 statenment of, document, if | recall,

t he i npl ant

on Mr. Duron was March 9th of 2002.
MR. LESSER: Ri ght .

THE COURT: So, that's --
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MR. LESSER: But, my point on that is, that
document is about as clear of an adm ssion you have,
admttedly afterwards, but you don't have adm ssions
bef ore you do things. It is an adm ssion that a sinple
search would have determ ned that this is a rea
problem and polyimde degrades. And we have in this
motion again, a defense that, well, we really couldn't
have expected to have known this.

That document, of course it is after the
fact, but you only get adm ssions after the fact, but in
retrospect, the company is now admtting, we should have
known this. It is a simple search. Not hi ng coul d be
cl earer. | would like to hand up two documents sinmply
to address --

THE COURT: And they are already part of the
record, | assunme?

MR. LESSER: Are these -- yes.

THE COURT: As long as it is discovery or
somet hi ng that everybody has, it is not something new,
do you have copies? Do they?

MR. LESSER: Yes. | just gave a copy. The
only reason | am handing these up is, the reason these
are significant, | believe these were both of Dr.
Hauser's Deposition. They are marked Dr. Hauser's

Deposition. To claimthat Dr. Hauser maybe suspect or
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does not know what

respected, or what
is these are both i
groups
like,

about what
Hauser. These are
probably --
and say, he has not
it. He singularly
groups

occurred here.

He says,

of fact sufficient

| earned i ntermediary,

been told,

i mpl anted it. Dr .

in the world on heart
who is they ask to tal k about

occurred,

al t hough it

in the world today still

he is tal king about, is not

he has to say does not have meani ng,

n the last 12 nonths, the two | eading

rhyt hm devi ces and the

Gui dant and talk

here? |t would have to be Dr.

hi s Power Poi nt presentations. He is

is easy for a |lawyer to stand up

much respect, or otherwi se. He has

has it. He is the person | eading

ask to tal k about what

and at least this creates an issue

for the moment on the | earned part of

he says, had we been warned, had I

he thinks no reasonable physician would have

Tyres, of course, says pretty nuch

i's

t he same thing.

And he expl ai ns at

l ength why this

i ndeed a system c type of

concern and shoul d have been

recogni zed as nuch.
t herefore i mpugned,

And |
To suggest because
the record, this

before the Court.

And, of

as wel | .

he is not

is his C.V.

To suggest

course,

woul d |ike to hand up Dr.

an EP,
as part

t hat

Dr .

Dr. Tyres is

Tyres C. V..

this is also part of

of his report

Tyres can be
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i mugned when he says, yes, this was significan

this shouldn't have occurred. Yes, this should

t. Yes,

have

been warned about at the beginning. To say that he

doesn't know what he is tal king about or i nmpugn
reputation, | think, is ridiculous. He was one
founders of the Heart Rhythm Society. Thi s goe
page after page after page after page, his 200
hi s speaki ng engagenments, his awards, he is con
wi t hout doubt, and indeed he talks to every gro
wor|l d about these issues. He is, without a dou
of the |l eading people in his field, hands down.
So, for purposes of whether or not

warning -- the company should have warned, we d

i ng his
of the
s on for
articles,
si der ed,
up in the

bt, one

t he

on't have

to go to -- this goes to causation, as well. W have

two experts, unquestionably credentialed, who d
in their reports, do explain in their testinony
why Gui dant should have warned and why it matte

Gui dant didn't warn, and how that effects physi

Let me nove on. | would like -- le
on to the other half of Learned Intermediary.
is the causation argunment. As | understand the
causation argument, it is, because Plaintiffs h
shown that the person who put the device in Dr.
woul d have done anything different, Plaintiffs
necessarily | ose the case on failure to warn.

o explain
, as to
rs that

ci ans.

t me nove

And this

ave not

Hi ggi ns

And it
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does not matter, therefore, that Dr. Higgins was not
simply admring of Guidant, and it's not sinmply that
every EP in the country would be disqualified -- but,
et me get to that in a second.

First what is the standard of independentness
in California? And indeed, by the way, when we get to
the Clasby motion, it is really the exact same thing.

The | eading case -- there are really two cases. One is

the Carm chael case from 1971. The Carm chael case

says, in essence, although it doesn't use the word,
term Learned Intermediary, in fact that is a term
California Courts don't really |ike much, it has to be
i ndependent judgment.

If we are going to | ook at what occurred with
an individual person, it has to be independent judgment.

In the Stevens case, which is the California Supreme

Court decision we cite, there the doctor said: | knew,
and | still with put it in. | knew the risk fromthe
drug, and | still put it in. That is what Dr. Higgins
is saying here today: A, | knew, and B, | would have

put it in anyway. None of this would have changed ny
m nd.

The California Supreme Court said -- the
California Supreme Court rejected it, as long as there

could be an issue, a reasonable issue that this doctor
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this doctor's testimony could be questioned as to what
he woul d have done -- and bias comes in, right in the
door, then the jury -- then that is a matter that goes
to the jury. That is absolutely the holding of the

St evens case.

The Court says, this is 9 Cal.3d at 55 and
56. The jury could reasonably infer fromthe above
circumstantial evidence, and there the circunstanti al
evi dence wasn't about Dr. Beilin, himself, it was
generally about what the Defendant Parke-Davis was
doing, fromthe above circunstantial evidence that the
company engaged in promotions, that Dr. Beilin was
i nduced by the manufacturer's activities to prescribe
the drug and the jury were entitled to reject Dr.
Beilin's testinony to the contrary.

So, for present purposes, if one can create
an inference that the learned intermediary is not an
intermediary who is independent, then you can have a
jury issue. And again, it is not the extrene. It isn't
that every EP in America, whoever accepted money from
Gui dant woul d be disqualified, because this is al most --
this is alnmost tautol ogical. If there ever was an
i ndi vidual who is |ess representative of EP's in Anerica
and their view of Guidant and what they will say and

what they have to convince a jury, it is Dr. Steven
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Hi ggins. When Dr. Steven Higgins is not flying -- |
woul d suspect, | don't know if this is true, but | would
suspect there is no other individual EP in America who
flew to Ireland with the President, with M. MCoy, for
his birthday. | woul d suspect there is no other EP in
America who routinely invited the very top Gui dant
executives to his house, who also went to -- when they
weren't going to yacht clubs and other golf tournaments
or the like.

Dr. Higgins, internally, his clinic at
Scripps is called Guidant West. This is all in the
record by Guidant representatives. Dr. Higgins and his
group obtained, well over -- approximately, at |east a
mllion dollars, although we were supposed to get under
an earlier Court Order, the conplete records of the
conpensation -- Plaintiffs have yet to receive them by
t he way. So there may be nore in addition to the nearly
a mllion dollars. They had a golfing tournament with
Messi eurs Nock, M Coy and Sparks, all top Guidant people
in Utah.

He called himself, within the company he is
called a friend of the conmpany, a | eading anbassador for
Gui dant . He was consi dered price insensitive by
Gui dant . Most significantly, let's |ook at Dr. Higgins,

hi nsel . He offers hinmself to this company as, quote, a
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hitman for the conpany, when people start criticizing

t he company. He signs e-mails to the conpany saying, |
am your alter-ego. This is all in the record. Thi s man
is --

THE COURT: And you want his opinion stricken

fromthe --

MR. LESSER: We absolutely do. W absolutely
do.

THE COURT: Anyway, that is left for another
day, but --

MR. LESSER: Absolutely, that is another day.
They think he is an agent. He is a self-admtted agent

of the conpany. So, he cannot possibly be a | earned
i ntermedi ary. He is a | earned, perhaps not | earned,
that is what | was arguing before --

THE COURT: | think he also said you could
have a mulligan w thout a recall.

MR. LESSER: He did indeed, after -- and I
could have kept on going, yes, absolutely, another
col orful point.

So, in order to be a learned intermediary,
you have to have | earnedness. And | have argued that on
an objective basis, you don't have | earnedness. And you
have to have an internmediary. He is not an

i ntermedi ary. He, himself, is a self-confessed
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alter-ego for the conmpany. So, under the California
cases, it is certainly true under the Stevens case, it
is true under the Plenger case, it is true under the

Carm chael case. It is true for all of the cases that

we have cited at pages 27 to 29 of our opposition.

If there can be an issue as to the
objectivity of the |l earned intermediary and whet her or
not the jury will believe what he says as to what he
woul d have done and the sufficiency of what he was told,
t hat goes to the jury. That is the Freeman case of the
Second Circuit, and we cite case after case after case.
So, it cannot be the extreme that nobody can get on the

stand and make that argunment.

Lastly, he -- | think I have covered it all.
| think |I have covered | earnedness. | think I have
covered intermediary. | think |I have covered causati on,

because as | said, Dr. Hauser, Dr. Tyres addressed it,

there is a short -- the burden is on the Defendant, not
on Plaintiff to disprove something. The burden is on

t he Defendant to show, contrary to our experts and the
testinony here today, that there are triable issues of

fact that go to the jury in sufficiency of what Guidant
did and did not warn about. Thank you.

THE COURT: Well, it should be, we won't take

it up today, and apart fromhow I rule on this nmotion,
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it should be an interesting trial, because |I think we
will be seeing Dr. Higgins. So, | haven't had a
response yet from Guidant, but it should be interesting
direct and cross.

Any brief response, M. Carpenter?

MR. CARPENTER: Just two m nutes, Your Honor,

maybe t hree. | love this docunment M. Lesser handed up.
It proves my point, precisely. It is 2004. It is in
retrospect. Sure, they say we could have done a search

and found the general principle that polyimde is
capabl e of degradi ng under some circumstances.

It is not useful until, as he says up here,
our investigation is finding evidence that polyimde
tubing is breaking down. That kind of academ c "could
have" possibility is useless to a manufacturer without
empirical evidence.

This, retrospectively, in 2004, two years
after the operative date, yeah, Guidant is taking

subsequent renmedi al measures. This isn't even

adm ssi bl e. It just says, a subsequent remedi al
measure. But, if it were, all that would say, that
Gui dant, |like any fine manufacturer, is |ooking back and

saying, in retrospect, based on what we know now in
2004, now we have got so many failures, yes, we can draw

conclusions fromthat. But, one failure? Absolutely
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wor t hl ess.

This literature search that would reveal this
information -- and | amsure it did, | am sure Guidant
was aware of that problem | don't know if they were or
not, but that doesn't make any difference in the absence
of real data indicating that polyimde, as it is used in
the PRIZM 2, not in a lab, not in a test tube, but five
times the strength in part of the triple redundant
safety features wasn't working. That is the only kind
of information that would put a reasonabl e manufacturer
on duty to provide additional warnings. That is a
f abul ous document and | am glad M. Lesser gave that.

THE COURT: It is a wonderful exercise for
the young |l awyers and interns and summer associates in
the courtroom if there are any, to see two | awyers get
up and they're saying, are they both tal king about the
same document ?

Anyway, | guess it is what you call the
beauty of zeal ous advocacy by both sides. Because |
think one thing |I think for sure is, you both can't be
correct. So, we will soon find out.

MR. CARPENTER: We will leave it to Your
Honor .

THE COURT: Al'l right.

MR. CARPENTER: The Stevens case doesn't have
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any application to the facts of this case. The Stevens
case, there was substantial evidence in the record that
the company's promotion activities had directly
i nfluenced the physicians' prescribing techniques. Zero
of that in this case.

Al'l they can show is that he |iked Gui dant.
It's a good company. And he went on an occasional golf
trip. There is zero evidence indicating that Dr.
Hi ggins did not use his own independent judgnment in
sel ecting devices. And that is the real issue.
Plaintiffs have nothing on that.

| do want to clarify, no one is wearing down
Dr. Hauser. | am sure Dr. Hauser is very qualified.
Dr. Tyres, |I'"'m sure he is a great doctor. | don't know
the gentl eman. They just don't speak to this issue.
Nei t her that excerpt by Dr. Hauser, nor Dr. Tyres'
report, nor anything Dr. Singh says addresses the issue
of what even they would have done had they had the
warning information that Plaintiffs claimthey should
have had in 2002, March 9th, much | ess what another
physi cian would have done. They're just not talking to
the issue. Thank you, Your Honor.

THE COURT: Were you going to make additiona
argument, or deal separately, | take it, with Clasby?

MR. CARPENTER: Yeah, and | think this gets
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us a lot of the way we need to go. Why don't | just
role into that?

THE COURT: Any objection to that?

MS. STRIKI S: No.

THE COURT: Al'l right.

MR. CARPENTER: Let me grab a different

outline real quick.

THE COURT: Can we do that, Jeanne? W are

going to take a break right here.

Well, let's finish -- did you want the | ast

word on this one, M. Lesser? Have you said what you
needed to say?

MR. LESSER: | think it is quite clear by
two ways that one document is |ooked at, there's a
triable issue of fact.

THE COURT: Bear with me just one noment.

(Di scussion off the record.)

What | would |like to do, if |I don't tranp
on sonmebody's health condition or whatever you need,
we take a half-hour here, and then with the idea that
woul d hear the balance of the notions, will that work
for everybody?

MR. HARKE: | " m sorry, Your Honor?

THE COURT: Take a half-hour here, but |

hear the remai ning nmotions, which |I think are three,

the

| e
i f

we

wi ||

i f
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| have counted them correctly.

MR. CARPENTER: Correct, Your Honor.

THE COURT: That is what | would try to
acconplish here, unless one of you would say, that seens
a bit harsh on us. WIIl that work for everybody?

MS. STRIKIS: That is fine, Your Honor.

MR. CARPENTER: That is fine, Your Honor.
Did Your Honor want to hear the Clasby aspect before the
break or --

THE COURT: \Why don't we just break here and
what | could do to be a little nmore reasonable in
approach, it is quarter to twelve. What about reconvene
at 12: 30 and then just see it through? | nmean, | tend
to take shorter breaks and forget about the effect on
ot her peopl e.

It is alittle relevant to -- not so nuch ny
ears, but to a Court Reporter when -- | think it would
be safe to say there is some rapidity to your argument.
You are quick, fairly quick, both of you, so they have
to be fairly ninmble. She is top of the Iine Court
Reporter, but it is quick, quick, quick

So, 12:30, and then we will run straight
t hrough, is that -- can everybody --

MR. CARPENTER: That's great, Your Honor.

(Noon recess.)
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THE COURT: You may be seated. You know,
Lowel |, since you are retiring on July 3rd, if you
really want to stay in the courtroom and watch all of
this --

THE CLERK: | have so many retirement things
| have got to work on.

THE COURT: Are you sure?

THE CLERK: Well, of course. You're the
boss.

THE COURT: See you later. \Whenever you are
ready?

MR. CARPENTER: Thank you, Your Honor. I
think we left it off with we were going to proceed with
the Cl asby Failure to Warn Moti on

THE COURT: We did.

MR. CARPENTER: And | amonly sorry M.

Li ndqui st couldn't stay for nmy retirement gift of this
fine oratory.

THE COURT: He has only been here 33 1/2 half
years. His father was the |ate Leonard Lindquist of
Li ndqui st & Vennum He died | ast year at the age of, |
think, 91 or 92, and practiced |law pretty nuch full time
right until the day that he died. And | had asked him
you know, it comes up at bar adm ssions. | had asked

him so, why is it that people |ike your dad and Earl
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Larson and Gerald Toomey were kind of ahead of their
times. They were organizing wonmen in nurses' unions,
women teachers when nobody would pay them the same

sal ary as men, back in the forties they were doing all

of this.

He said, well, | can tell you about my dad,
can't speak for the rest. He said my dad was the ol dest
of, I can't remenber how many, it was a large famly.

Hi s dad died when he was a young ki d. He hel ped his
mot her, bel ow his grandnother, raise the famly. And
everyday | remember, as | got ol der, my grandnother,
Leonard's nother, saying the same thing. When you live
in a country where you are lucky to succeed, what it
means to be an American is to go help someone who hasn't
been so lucky. And then if you don't get that, then you
don't really get what it means to live in this country.
And he said, every day that is what we got, every single
day from my grandnmother, fromthe time | was a little
kid. And he said that is why my dad was goi ng out and
not being paid or taking any retainer fees or
representing people that nobody el se would represent
back in the forties. But, yeah, that's his father. No
| awyers in Leonard's famly, so -- all right.

MR. CARPENTER: Cl asby failure to warn

moti on, otherwi se known as the Learned Intermediary
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Motion. And | am going to make a conscious effort to
speak at a sl ower pace during this notion, by the way.

| think a lot of simlarities and parallels
apply to this motion fromthe Duron one, although there
are different | egal standards, simlar, but very
different facts, as well. They are very different
moti ons. In this case | think the Court is going to
find that the duty to warn, there is even |ess evidence
supporting a duty to warn in this case than the Duron
case. And there is, if possible, even |l ess causation
evidence in this case, if it is possible to have |ess
t han none.

Again, the Learned Intermediary Doctrine
applies to Florida | aw. | don't think there is any
di sagreenment about that. Again, there is no requirement
under Florida | aw that a manufacturer of a medical
device, or any other product, warn of every conceivabl e
risk. It is not insurer liability, it is not absolute
liability. | nst ead, manufacturers are only required to
warn, quote, "Those risks which are known or knowable in
I i ght of generally recognized, and prevailing best
scientific medical know edge avail able at the time of

manuf acture and distribution.” That is the Griffin -v-

Kia Motors case

So, again, | think the Court's focus needs to
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be on what was known or reasonably knowable at the time
of Dr. Clasby's inmplant, which in this case happened
December 20th -- Decenmber 30th, excuse me, 2002, about
seven nonths after M. Duron's PRI ZM 2 was i nmpl ant ed.

The question then is what did Gui dant know or

did it reasonably -- or what it reasonably should have
known on Decenmber 30th, 2002? Well, this case is

di fferent because -- and | think it is inportant to
poi nt this out. Dr. Clasby's device was slightly

different than M. Duron's device. Hi s device was

manuf actured pursuant to the post-April 2002 engi neering
change order. Those devices were different. Those
devices were never recalled by the FDA at any point.

When Dr. Clasby's device was inplanted, there
had been about 20,000 PRI ZM 2's inmplanted in people
around the United States after that point, including pre
and post-April ECO changed devi ces.

At that point, there were only four total
arcing incidents known out of 20,000. Again, those are
incredible reliability nunbers. Again, there is no
evi dence that | am aware of in any of the record that |
have seen that Guidant had identified the root cause.
But, | think it is more inmportant to point out that
there were zero incidents reported of arcing problems in

post-April ECO devices by December 30th, 2002, when Dr.
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Cl asby was inmplanted. There was no basis for Guidant to
think that there still existed a problem with any of

t hese devices. As a matter of fact, history has borne

t hat out. | f you apply 20/20 hindsight, as Plaintiffs
often invite this Court to do, which | submt is not
appropri ate, anyway, there has been one, one reported
arcing incident of a post-April ECO device out of about
10, 000 implanted. Those are incredible reliability
rates. Those far exceed the projections given to the
FDA, far exceed other devices, and far exceed Guidant's
conmpetitors reliability rates. It's a fabul ous reliable
devi ce.

It is important that the post-April ECO
devices were never recalled at any point because there
was never any indication that there was additional
information to be given about them And it is inmportant
to remember what a recall is in the FDA context. It is
not that you have to take the devices back or have it
explanted, it is a requirement for some additional
information to be given. The FDA never required that,

t he kind of device that Dr. Clasby had.

Clearly, there is no basis for inmputing to
Gui dant a duty to warn of possible arcing probl ems of
this device when it didn't exist at all at the time Dr.

Cl asby's device wasn't implanted, and they certainly
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don't even exist in retrospect.

Plaintiffs alternatively claimthat we should

have warned of the April engineering change order,
again, we covered that in the |last argunent.
Engi neering change orders are fairly much a constant in
this industry, and if we had to warn about every single
one of them the warnings would never stop. They woul d
be ceasel ess.

Al ternatively, Dr. Clasby clainms that we
shoul d have warned about the possibility of unnecessary
shocks. Well, we did. | think that is inportant in
this case. Dr. Clasby's case is different from M.
Duron's case, as well. Dr. Clasby is proceeding, and it
really didn't hit home to me how exclusively he his
proceeding on the theory of inproper shocks.

| |l ooked at the discovery responses we sent
him where we asked himinterrogatories and RFP's, to
identify exactly what the malfunction is in his device,
and he said, cause of injury. He doesn't tal k about
pol yi m de degradation, he doesn't talk about recall, he
tal ks about i nproper shocki ng.

THE COURT: \Which you say was the way the
device was programed.

MR. CARPENTER: Yeah, there is no evidence

t hat the device was defectively causing shocking.
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Devi ces shock at certain |levels depending on how they
are programmed and what their parameters are. That is
how t hey work. There is no evidence that Dr. Clasby's
device was shocking himdue to a defect in the device,
as opposed to how it was manufactured. But, | think
more i nmportantly, Your Honor, in the context of this
moti on being a failure to warn notion, there is no
di spute that the danger of inappropriate shocks is right
there in the Physicians' Manual. That is very
explicitly warned about. There is no EP around who
doesn't know that that is a danger, regardl ess of what
Gui dant tells them And Gui dant very specifically warns
about that. So, to the extent the Clasby case is
prem sed on any kind failure to failure to warn about
shocks, that has got to be dism ssed, as well

Again, Plaintiffs try to point to the general

duty to warn of the inchoate dangers of polyimde in the

abstract. | think we covered that. | won't bel abor
t hat issue. | think we covered that during the Duron
moti on.

Basically, just as in the Duron case, there
is no evidence at the time that Dr. Clasby's device is
i mpl anted that Guidant should have been on notice that
polyim de was failing as used in PRI ZM 2's, because

there was just no evidence of that. Particularly,
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post-April PRI ZM 2's, which Dr. Clasby got, even today
there is no evidence that polyim de was inappropriate as
used in those devices. It clearly wasn't i nappropriate,
t hose devices worked fabul ously.

Let's tal k about the causation issue. Again
Plaintiffs concede that Florida has not recognized a
heedi ng presumption. There is no authority indicating
that Florida will recognize a heeding presunption.
Absent that heeding presunption, which Florida won't
recogni ze, there is no evidence, whatsoever, that had
what ever warnings Plaintiffs claim should have been
given, that Dr. Clasby's prescribing physician would
have done anything differently. There is a conplete
absence of any evidence in the record.

Plaintiffs claimthis notion is premature.
don't know how the nmotion can be premature, we have had
this scheduled for three months, and the trial is going
to start shortly thereafter, the next month after this.
Plaintiffs haven't taken the depositions. Maybe t hey
are going to come back when they get done with deposing
ot her doctors and try to offer nore evidence, but at
this point we will have to deal with that maybe at a
| ater date. But, there is zero evidence as to what Dr.
Cl asby ever would have done had different warnings been

gi ven.
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| also think it is inportant to point out in
the context of this case that there really isn't any
i ndication that the different warnings Plaintiffs demand
woul d have avoi ded the particular injuries alleged in
this case, on two points.

This device was never recalled. And in the
Duron case, the Court enphasized that to the extent
Plaintiffs had to state an injury, it is an injury based
on having to have explant surgery as reasonably
necessary, and under |a doctor's opinion to explant the
recalled device. That is not the case here.

Not hi ng that Guidant didn't say or failed to
warn about resulted in Dr. Clasby getting a recalled
devi ce. | think it is inportant for the Court to bear
in mnd, the entire reason Dr. Clasby's device was
expl anted was he and his explanting physician made a
m st ake. They thought this device was a recalled
device. They thought that right up until the day of
t heir depositions.

THE COURT: Even t hough some of the discovery
we were snooping around in suggested that his office
called a nurse at Guidant and said that this was not on
the recall 1ist.

MR. CARPENTER: Exactly. Guidant provided

accurate information that this device was not on the
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recall [list. Dr. Feldman right up until the tinme --

THE COURT: There is not a name associ ated,
don't think, with -- was there? But it said registered
nurse.

MR. CARPENTER: Correct, it is inpossible to
tell precisely who it was, but it was certainly someone

connected with Dr. Clasby's healthcare professionals.

And his device was explanted due to -- | am not
criticizing Dr. Feldman, but it was a m sinpression. |t
was Dr. Clasby's m sinmpression, as well. Dr. Cl asby,

you know, despite consulting with an attorney early on
continued to believe the device was a recalled device
right up to his deposition when defense counsel had to
clear that up.

THE COURT: Well, isn't this case different
because Dr. Clasby reads about this recall in May of
2005, and actually after consulting, himself, with a
| awyer and others, it was a year |ater that a decision
was made to take it out by a doctor. You said if it
hadn't been recalled -- or he thought it was recalled --
he woul dn't have reconmmended that it be expl anted.

MR. CARPENTER: That is correct, Your Honor,
it is a very different case fromthe Duron case. Dr .

Cl asby read about the recall. The first thing he did

was went to see his |l awyer. He didn't see his doctor
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about it for nonths. And then went on an extended
vacation in Maine, came back, and I think it was nine or
el even nonths | ater when it was convenient for his

t eachi ng schedul e, went ahead and got it explanted. And
it seems that he did so under a m stake about its recall
status, both a m stake that he and his explant physician
was under .

So, | would submt to the Court that this is
a fairly distinctive fact pattern where the m staken
assunption by the physician and the Plaintiff is a
supersedi ng, intervening cause that cuts off any
proxi mate causati on that could have been caused by
Gui dant's failure to warn about anything.

No warning failure resulted in Dr. Clasby
getting a device that was recalled or had to be
surgically expl ant ed. And | think that is a very
salient distinction between these cases that
denonstrates why they are not simlar at all.

So, basically, I think at the end of the day,
this case suffers fromthe same two types of fatal
defects as the Duron warning case goes. There is no
evi dence, what soever, that Guidant knew or shoul d have
known in December 30th of 2002 that its devices were
defective, or that a warning was required, particularly,

t he post-April ECO devices which to this day continue to
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function at a fabul ous rate and have not been recall ed.

And number two, even if there were some kind

of a duty, which | don't believe there is, there is no

evi dence that the breach of any duty to warn caused Dr.

Clasby's particular injuries, which seemto be the

result of a m stake by he and his explanting physician,

or appear to be entirely related to shock issues which

Gui dant clearly warned about.

THE COURT: Thank you

MR. CARPENTER: Thank you

THE COURT: So which of these differences are

relevant, if any?

MR. LESSER: There are some significant

di fferences. First of all, I think M. Carpenter just

m sspoke. The explanting physician was not Dr. Fel dman,

he was the cardi ol ogi st. The expl anting physician has

not been deposed, although we have offered dates, and we

have yet to have them

Learned Intermediary begins and ends -- the

burden is on the defendant to prove up its affirmative

defense of | earned intermediary.

And once again, it is

trying to be shifted to the plaintiff. But, these

i ndi vidual s have not been yet deposed, therefore is no

evi dence that they would have acted differently, or to

prove the intermediary, Learned

| nter medi ary defense.
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And this is straight out of the Duron brief by Guidant,
under the Learned Intermediary Doctrine in Guidant's
brief, page 10, dispositive issue of causation depends
on whether M. Duron's physician, not other physicians
or some reasonabl e physician, would have changed his
recommendation to implant the PRIZM 2 presented with the
war ni ngs proposed by M. Duron.

In the Duron case, of course, the significant
difference is, Dr. Higgins says, | would have done
not hing different. Here, the record has not been made
as to what the explanting physician would have done or
not have done, which is why | offered repeatedly for the
| ast two days, this is not ripe to be heard. \Which is
why -- but, nonethel ess --

THE COURT: So, what is the role of Dr.
Fel dman in this?

MR. LESSER: He is the cardi ol ogi st. He is

Dr. Clasby's cardiologist and he recommended -- he
recommended it. He m ght have been confused, but the
actual testimony is actually equivocal. | am reading

from pages 103 of the Feldman testinony, which was

quot ed. It says here by M. Moeller, Guidant's counsel,
"Okay, and if in fact it wasn't subject to a recall,

t hen you woul d not have recommended that it be replaced,

true?"”
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Answer, Dr. Feldman, the cardiologist, "Well,
| think given the information | had at the time and

given his concern over having a Guidant device, in

general, it certainly would have inmpacted me. But, |
m ght have actually recomended an explant."” It is
equi vocal . "But, in a general sense, | was working from

the inpression that this was a device that was to be
expl anted. "

|f he was confused, he still said, | mght
have, and it was equivocal. And he is not the
expl anti ng physici an. We have yet to have Dr. Berg
deposed. But, | submt that the Learned Intermediary
defense has not been proven up at all, because the
burden is on Guidant to show how the doctor would have
reacted by their own argument in their briefs.

Beyond that, otherw se going to | earnedness,
as conmpared to the intermediary, | discussed this
earlier --

THE COURT: So, if Feldman played no role as
a learned intermediary, why did we mess around with his
deposition if the doctor who made the decision, nobody
has even talked to him or deposed himyet? What do we
care what Feldman sai d?

MR. LESSER: Fel dman is his cardiol ogi st. He

tal ks to his cardiol ogist. It is the wwong doctor for
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this motion.

i mpl anted hi

Dr. Berg, has, | believe, offered dates --
MR. SHKOLNI K: Dr. Interian is the one who
m too.

MR. LESSER: And we know the inmplanter hasn't

been deposed yet, so --

THE COURT: So, the other two doctors are

going to say, we don't really care what Feldman said,

but we made

t he decision, along with our patient, we

deci ded, and here is what we would have done. And what

Fel dman said -- we don't really -- it doesn't matter

what he said, here is what we were going to do.

to say, Dr.

MR. LESSER: | don't know what they are going

I nterian was actually, oddly enough, and |

understand why the Clasby case was not bounced by

Gui dant . He was anot her member of the Medical Advisory

Board of Gui

know t hat at

dant, just like Dr. Higgins. W did not

the time, so | understand why the case -- |

t hi nk Gui dant believes that he would be nore favorabl e.

But, dates have been offered. It was our view -- we

did -- Plaintiffs said, this has to wait until the ful

record. But

, as we stand here today, the record wasn't

made as to whether or not the doctors of the inmplanter

or the explanter would have done. And as | said,

offered to put it off.

THE COURT: | didn't mss -- | don't
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generally see | awyers engaged in the 56(f) practice, but
| didn't see a final 56 (f) approach by Plaintiffs
saying, flat out premature, discovery is not done. W
shoul dn't have to even be in here defending this thing
because we don't -- they have not deposed the people who
may be the only people that mattered.

MR. LESSER: Right. Well, it is not our -- |
submt the nmotion fails for lack of proof. | don't have
to support their proof.

THE COURT: That is true.

MR. LESSER: It is premature. And as | said,
| thought we were doing the right thing by offering to
push it off. But, the proof isn't here. And under
their -- the way they put together |earned intermediary,
| believe it fails.

On the | earnedness side, on the science side,
it is the exact same issue. Dr. Cl asby got the same
devi ce. | ndeed we know in retrospect that the partial
fixes of April were not included in his device. When it
was actually exam ned, it had no medi cal adhesive. That
is actually the supplemental report.

THE COURT: You are saying -- and |
understand the piece of the medical adhesive. You are
saying the April changes were not in his device?

MR. LESSER: Correct. They were supposed to
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have plenty of medical adhesive to therefore create sone
insulation, there. And in his device, at least, it was
not there. So, in some sense, you would say, thank God
that it was taken out. Because he m ght have been the
one that well m ght have been nmore likely to fail than
ot herwi se. But, it is the same reports, it is the exact
same expert reports. It is the exact same position, it
is the exact same testimony. We're back to Dr. Hauser
again, and his testimony, if he would have known of the
i ssue he would never have inmplanted it. No reasonabl e
physician woul d have inplanted it. Obvi ously, Dr.

Hi ggi ns woul d di sagree, but there is an issue of fact
there. We have Dr. Arnmstrong's report, Dr. Their's

reports, the exact sane issue, and the recall doesn't

change whether there is a claimor not. One does not
need a recall in this world to have a claim So, on
that side of the scientific |edger, it is the same. I

don't believe there is anything else. That is it.

THE COURT: M . Carpenter?

MR. CARPENTER: Just real briefly. | can
clear up a little confusion.

THE COURT: Well, maybe | am the only one
confused.

MR. CARPENTER: No, Your Honor, you're not,

beli eve ne. Dr. Feldman is the EP who recommended
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explant. The cardiologist did it, but it was Feldman's
decision. And our point is that Feldman recommended it
under the m sinmpression that it was a recall ed device.
So, that is why that is inportant testinony. He didn't
physically take it out, but it was his decision. The
record is unequivocal about that.

THE COURT: And so my question to M. Lesser
was, so is the doctor who was the explanting physician
going to say, it wasn't my decision, it was Feldman's?

MR. CARPENTER: Absolutely, absolutely. The
Medi cal records indicate that.

THE COURT: But how do you --

MR. CARPENTER: | think the medical records
i ndicate that and Dr. Feldman testified that it was his
deci si on.

Number two, | want to clear something up,

t 0o. M. Lesser states that it is our burden to prove
causation in their case. Not at all. The el ement of
proving that had the warnings been given that Plaintiffs
claimshould have been, whatever those are, they still
haven't been identified yet, they would have changed the
doctor's diagnosis. That's causation, that is not an
affirmative defense, that is their burden. They haven't
deposed the doctors needed to do it, yet. They haven't

deposed to the people that they say are going to do
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this. W have got no burden to go out and depose --
al though we did it in Duron with Dr. Higgins, we
affirmatively di sproved that element of their case.
That is not our burden in every case. Plaintiffs are
the ones with the burden to prove causation. And t he
cases, whether they are in Florida or in California are
crystal clear that causation, unless there is a heeding
presumpti on, which there is not, is an el ement of
Plaintiff's case. W don't have the burden to go out
and depose the prescribing physicians and make t hem
di sprove the causation el ement.

As far as proving what was given to the
| earned intermediary -- well, Guidant gives those
war ni ngs | spoke about at the beginning of the Duron
case. They're in the Physicians' Manual, all EP' s get
them All EP's who get Guidant devices get those. They
are standard materials. So, there is no doubt,
regardl ess of the fact of whether these particul ar
prescribing physicians have been deposed yet. They have
got this material. Guidant puts those out and there is
no i ssue of fact as to that one.

The only issues in this case are the fact
that Dr. Clasby's device was explanted due to a m st ake
of the recommendi ng EP; that there is no evidence now,

and | suspect there won't be one even after these
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depositions are taken, that a different warning would
have changed any prescribing physicians' position
recommendi ng the PRI ZM 2.

| don't think this notion is premature.
Plaintiffs haven't done all of their discovery yet, but
this Court has had this scheduled on the docket for
quite a while. And I frankly don't feel confortable
taking this down and creating a specific track for this
wi t hout specific perm ssion fromthe Court. | don't
t hi nk that makes sense.

| do want to address one |ast issue, is M.
Lesser's claimthat Dr. Clasby's device in hindsight,
taken apart and submtted to a battery of his experts,
doesn't show all of the post-April 30th ECO changes.
First of all, that is wrong, but that is a fact issue
and | am not even going to rely on that.

Even assum ng that, it has got nothing to do
wi t h what Guidant knew or didn't know in Decenmber of
2002. There is no way that Guidant could have | ooked at
t hat device and known that if, assum ng what Plaintiffs
say are true, that the April ECO changes weren't fully
effected. That is hindsight that is based on an
after-the-fact reverse engineering of the device that
Gui dant didn't have access to at that point.

In December of 2002 Gui dant knew that there




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

25

101

were zero failures in post-April 30th ECO devices.
Thank you, Your Honor.

MR. LESSER: Can | try to clarify a few

t hi ngs?

THE COURT: Al'l right.

MR. LESSER: Earlier today we heard the
argument that Dr. Hauser -- or was it Dr. Tyres, was not

an EP, therefore his view on what people should or
should not do should be given into account.

Dr. Feldman is a cardi ol ogi st. He is not an
EP. The EP who put the device in just happened to be
Dr. Myerburg, interestingly enough in this litigation --

THE COURT: The other thing is, even Dr.
Myer burg aside, is Duron focused solely on inplantation.
And we're focusing here on explanation, for some reason.
I n other words, our focus was entirely on what did the
doctors say, why did they -- what happened and who nmade
t he decision to inmplant, and now we have actually gone
to the explant side of the equation.

MR. LESSER: Ri ght. The reason the | earned
intermediary is an issue here is Dr. Clasby, hinself,
said had I known about all of the problenms with the
Gui dant devices, | wouldn't have had this device
originally put in.

So, the issue is, does the affirmati ve
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defense of learned intermediary step in the way? That
is Dr. Clasby's testinony in this litigation, and his
wife's testinony, too. So, causation exists. He says,
had I known, had you told nme, Guidant -- that is his
testi nony. He has now created causation for hinself,
personal ly. Learned intermediary is when you say,
despite what the Plaintiff now claims, is there an
affirmative defense that steps in the way?

So, causation is shown. The question is, has
Gui dant dealt -- covered its burden on interposing the
| earned intermedi ary defense? And the answer, Your
Honor, is no. The inmplanter testimny which they admt
is necessary to make that is not in the record. The
explant -- | agree, we are tal king about the expl ant
here, instead, which has nothing to do with the
i mpl antation, anyway. You are absolutely right.

And you pointed that out to us and perhaps |
shoul d have recogni zed that, myself, Your Honor. But ,
this is a defense. At the nmoment Dr. Clasby is
affirmatively, and this is in the record in the ful
statement of facts that he would not have had this
device, and his wife so testified, had they known -- so
t he question is, did Guidant take advantage of a | earned
intermediary inmposition of a defense? And the answer

is, they have not made the record, and therefore the
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motion fails.

THE COURT: And he hasn't sued his doctor?

MR. LESSER: He has not sued Dr. Myerburg or
Dr. Feldman, no, nor does he have to, of course.

MR. CARPENTER: Your Honor, ten seconds. I
find it amazing that M. Lesser tries to make an issue
of causation fact as to what Dr. Clasby would have done
and what device he would have chosen had he been given
the facts. It was the doctor's decision. Dr. Cl asby

was compl etely unconscious fromthe time he passed out

on the tennis course until after the device was in his
chest. He played no role whatsoever in the selection of
t hi s device. It is conpletely counterfactual for M.
Lesser to say that. It was the EP's decision, having
the materials given to him by Guidant. Thank you, Your
Honor .

MR. LESSER: | don't have to respond because
the point is, this is so -- first of all, it is not
true. And | will let M. Shkolnik address it since he

handl ed the deposition.

MR. SHKOLNI K: Your Honor, | did the
deposition | ast week. Dr. Clasby was treated at one
hospi tal. Dr. Feldman, who was his cardiol ogi st
assigned to that hospital, | believe it was M am

Baptist -- Mam Hospital, one of them He made
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arrangements with Dr. Myerburg, his mentor, at Jackson
University of Mam . They transferred him He was
awake. It was days, if not weeks |ater, where he was
eval uated by Myerburg who is being deposed next week in
M am . Myer burg then brings in Dr. Interian, who was
t he actual EP who i nmpl ant ed. We have not heard from
either Interian or Myerburg. And he was certainly
awake. He had come out of his coma after the heart
attack and he transferred to a conpletely different
institution for the inplanting of the device.

MR. LESSER: I n short, Your Honor, are there
i ssues of fact? | think so.

THE COURT: M . Carpenter?

MR. CARPENTER: Your Honor, that issue of
fact doesn't matter, and | don't think it is right. I
will check up on that.

THE COURT: Al'l right.

MR. CARPENTER: It is irrelevant that the EP
made t he deci sion.

THE COURT: | will just make the observation,
MDL or non-MDL aside, it is maybe one of five cases out
of hundreds | have heard where this kind of discovery
is, by agreement, done after dispositive notion
deadlines. And |I will predict that apart from any

decision | make, | am going to be hearing, either
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before, during or after a decision | make, the right to
reconsi der or supplement or do sonmething, because it

| ooks to me |ike there is a couple of people here

that -- people are going to be chatting with, one
al ready.

In any event, | will deemthis matter
submtted and we will play the hand out. W can nove on
to the next motion, unless | inadvertently cut somebody

of f, here.

MR. CARPENTER: Your Honor, why don't we
address next the Clasby choice of |aw notion?

THE COURT: s that agreeable with --

MR. HARKE: Yes, it is.

MR. LESSER: Before we start?

Lance Harke, who is Dr. Clasby's original
attorney, who is also on the Plaintiffs Steering
Commttee, will be addressing this. ' m not sure he has
been introduced to the Court so far in this litigation.

THE COURT: Good afternoon. | assumed t hat
is who you were. | would have gotten around to asking
you, but, all right.

MR. CARPENTER: Choice of law in the Clasbhy
case. In the context of the Duron notions, we made a
| ot of progress on this issue, we decided the |aw of the

forum state's choice of | aw rules apply, and that the
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forum state is the case -- from which the case was
originally transferred from And this case, that is
Florida. W can go ahead and stick to the point, we
know that Florida's choice of |aw rul es apply. Fl ori da
follows the significant relations test as set forth in
t he Restatement Second of the conflicts of | aws. It is
t he exact same test followed by the Federal Courts, as
enpl oyed by the Eastern District of Louisiana in the

Vi oxx cases. And as a result, | think the Vioxx
analysis is extremely persuasive in this case.

The significance relation test focuses first
on determ ning which states' contacts with the case are
most preval ent, and then | ooks at a series of different
contacts and interests analysis to determ ne which
contacts are nmost significant.

The contact at issue under the significant
contacts relationships test are the place where the
injury occurred; nunber two, the place where the conduct
causing the injury occurred; and nunber three, the
domcile and residence of parties; and nunber four, the
pl ace where the relationship between the parties was
cent er ed.

Principles that determ ne which states’
contacts and interests are nmost significant include the

needs of the interstate system the relevant policies of
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the forum the relevant policies and interests of the
ot her states, the protection of justified expectations
of the parties, the basic policies underlying the | aws,
the certainty, predictability of results, and ease in
determ nation.

THE COURT: And how, if at all, do they
differ in your view fromthe California?

MR. CARPENTER: Excel |l ent question
California applies an interest inpairment analysis,
which is one small subpart of the spectrum that the
forum | ooks at.

Nunmber two, Florida under the significant
rel ati onshi ps test applies a bunch of inportant
presunptions. Under Florida law, there is a powerful
presumption that the | aw of the state where the injury
occurred should apply. That is Florida.

There is a strong presunption, you have got
to show a substantial evidence that another states' |aw
has a more conmpelling interest. I n addition
Rest at ement 148, al so part of that significant
relati onships test, presunes that where fraud and
m srepresentation clainms are in issue, the |aw of the
state where the alleged reliance on these
m srepresentations or fraud will control, absent a

strong showing to the contrary.
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Finally, this choice of |aw system al so
provides a strong presunmption of lex loci contractus,
absent a strong showing to the contrary, the |law of the
state where the contract was made is going to apply.

Plaintiffs have a powerful burden of show ng
that M nnesota's interests strongly outwei ghs Florida's
in this case, which is different in California |aw.
There was no such presunption in that case.

The next question is, what cause of action
are we really fighting about in this case? What outconme
determ native conflicts are there? Plaintiffs concede
there is one, negligent infliction of emotional
di stress. Florida really doesn't recognize that as a
separate cause of action, per se, it is nore of a
parasitic cause of action where you have to show
resulting substantial physical injuries such as stroke
or deat h. M nnesota does not require that.

There is probably a conflict in inmplied
warranty, Florida requires privity in order to recover.
M nnesota does not. There's, | think, some other
di fferences. Clearly the consumer protection schenes
are markedly different. s it outcome dispositive?

Hard to say at this point. The Plaintiffs don't seemto
really be fighting about that. They have responded in

terms of Florida's application of law to our Motion to
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Dism ss the Florida Deceptive and Unfair Trade Practices

Act, so they pretty much conceded that. So, |

want to

focus on negligent infliction of enotional distress and

i mplied warranty privity aspect.

The first question is which state

has got the

most significant contacts with this case? Florida, no

doubt about that. Florida is the place where

the injury

occurred. Nobody deni es that. Florida is the place

where the alleged m srepresentations or nondi scl osures

were relied upon. Florida is also the place where the

relati onship between the parties is centered.

This Court need | ook no further than the

Vi oxx case, the Blaine -v- SmthKline case, the Rowe

case defined that where a -- and we tal ked about this

last time in the context of the Duron case. VWhere a

product is marketed nationally, a medical prescription

product, the place where the relationship is centered,

where the injuries take place, and where nost

of the

conduct-causing injury happens is the state where it is

prescri bed and used, and the injury takes place. That

is Florida in this case, Dr. Clasby's own stat

e.

The place where the conduct allegedly causing

the injury, that is also primarily Florida. Now,

Plaintiffs have always tried to enphasize that

is the focus of Defendants alleged m sconduct

M nnesot a

in this
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case. We pointed this out in the Duron case, and it is
equal ly applicable in this case, as well. There is no
evidence that all of the alleged facts that they claim
Def endants wrong took place in M nnesota.

As a matter of fact, we have disproven that

fact. Dr. Clasby's device, its header, as well as

i mportant parts of it -- the header is what is at issue
in these cases, Your Honor, it's made in Ireland, not in
M nnesot a. It was tested there. A |lot of other

i mportant tests were done there. To the extent
Plaintiffs are claimng m srepresentations,
nondi scl osures, we have all known for quite some time

t hat Gui dant's sales Corporation is centered out of

| ndi ana, not M nnesota. And we have also known that

Gui dant's sales force is on the ground in all 50 states.
They interact with EP's on a regular basis, and it is
not confined to M nnesota.

So, to the extent Plaintiffs are going to
claimthat this is a M nnesota centered case just
because Guidant is headquartered, or CPlI is
headquartered in M nnesota, absolutely m sl eadi ng and
not really dispositive. And as we will point out |ater,
not really the inmportant focus of the contacts in this
case.

It brings us to the next question, which
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state has the most significant relationships with the
issues in this case based on these contacts? It is
Fl ori da.

First of all, you have to | ook at the
rel evant policies of the forum state. Why does Florida
care about having its |laws applied in these contacts?
Well, first of all, Florida has made a consci ous
decision in the context of warranty that it has through

you the West -v- Caterpillar adopted strict liability in

torts, superseding the outmoded warranty clains that are
the basis of that strict liability doctrine.

Florida in West -v- Caterpillar was very

explicit, saying that states is going to make a deci sion
t hat cases involving physical injury from products wil
be governed under strict liability. And strictly
financial contract clains are going to be governed under
contract law. And those require privity of contracts.

If I could indulge the Court, the Florida

court in Affiliates for Eval uation, 500 So.2d 688 at

page 691 explains why Florida has made a consci ous
policy decision to require that contractual recovery be
based on actual contracts requiring privity.

The distinction rests on an understanding of
the nature of the responsibility a manufacturer must

undertake in distributing its product. He can
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appropriately be held liable for physical injuries
caused by defects, requiring his goods to match a
standard of safety defined in ternms and conditions that
created unreasonable risks of harm strict liability.

He cannot be held for the |evel of
performance of his products in the consumer's business,
i.e. financial injury, unless he agrees that the product
was designed to meet the consumer's demands. | n ot her
wor ds, Florida has made a conscious policy decision not
to all ow people to recover contractual financial damages
unl ess there is a real contract, i.e. privity, a real
rel ati on and an actual understandi ng, nmeeting of the
m nds as to that |evel of product performance.

It doesn't think the defendants shoul d be
liable for that, it doesn't think people should be able
to recover for that. It is a very conscious policy
decision. The same is true regarding Florida's
restrictions on negligent infliction of enotional
di stress.

There are many cases in Florida recognizing
t he specul ative, difficult to prove nature and
probl ematic nature of these kinds of esoteric clainms.
And Florida, very explicitly has rejected themin the
absence of the present physical injury requirement that

| ends some elenment of reliability to them
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In the Humana, the R.J. -v- Humana of Florida

case, the Court discussing the physical inmpact rule
expl ai ned why. As expl ained by one commentator, the
underlying basis for the rule is that allow ng recovery
for injuries resulting from purely enotional distress
woul d open the fl oodgates for fictitious or specul ative
clai ms.

It goes on to point out, as this Court has
stated in Saunders, conmpensatory damages for enotional
distress are spiritually intangi ble, are beyond the
limts of judicial action, and should be dealt with
t hrough | egi sl ative action, rather than through judicial
deci si ons.

Anot her comrent ator has stated that the
requi rement of a physical impact gives courts a
guarantee that an injury to the plaintiff is genuine.

Further, w thout an inmpact requirement,
def endants woul d not be sure whom they had injured or
where they may have injured a person, thus paralyzing
their ability to defend thensel ves.

My point, Your Honor, is not whether
ultimately at the end of the day we think that is a
great rule, bad rule, the point is that Florida has well
considered it. Fl orida courts have decided that they do

not want people in Florida to be able to make these
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types of clainms, contract clainms without privity,
enotional distress clainms without physical damages, and
t hey don't want businesses that do business in Florida
to be subjected to these kind of claims. Fl orida has a
substantial interest based on these cases in applying
its version of negligent infliction of enotional
di stress, and privity of contract to these cl ai ns.

The second interest factor is the policies
and interests of the other state. In this case it is
M nnesota. And | submt to the Court that M nnesota has
little to no interest in applying its version of inplied
warranty or negligent infliction of enotional distress
to this case

Again, | point the Court to the M nnesota
Supreme Court's decision in the Jepsom case. The Court
remenbers that was the case in which the plaintiff tried
to take advantage of M nnesota | aw where he could not
recover under W sconsin law. And the Court pointed out
that it has got no interest in letting people forum shop
and try to take advantage of M nnesota's nmore expansive
| aws to recover the things that they couldn't recover in
t he places where the contract was made. That is true in
this case.

I n addition, | would ask the Court to | ook at

t he Nodak case, in which the M nnesota Supreme Court
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notes after going through M nnesota's choice of | aw
anal ysis, that all things being equal, M nnesota has
basically got an interest in having the state where the
accident occurred apply its laws to govern the cl ains.
So, M nnesota really does at the end of the day kind of
come out the same place where the Florida presunption
does.

The third significant interest is the
protection of justified expectations. Again, the Jepsom
case is instructive. Dr. Cl asby had this device
i mpl anted in Florida by a Florida EP. It was expl ant ed
in Florida for whatever reasons. Clearly, to the extent
there were any expectations that some state's |aw would
govern these claims, it was Florida. There's no
i ndication that Dr. Clasby had any idea that Guidant was
a M nnesota conmpany and that M nnesota | aw would govern
his clains. So, to the extent that factor is relevant,
it clearly favors the application of Florida |Iaw.

THE COURT: So, if not in this context, the
MDL aside, just Dr. Clasby's cause of action, if not in
this context, if M nnesota is a state that has sonme
interest in regulating how corporations who make such
devi ces behave and conduct busi ness, how does M nnesota
effectuate that? Because you are saying it isn't this

way . Fl ori da has a substantial interest, not M nnesota.
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So, where would they -- where would that policy decision
by M nnesota -- where would they do it if not here?

MR. CARPENTER: Sure, there are a | ot of ways
t hey would do it. First of all, I think it is inmportant
to point out that these causes of action are not
regul atory. The purposes behind these causes of action
are conmpensatory.

THE COURT: That is true.

MR. CARPENTER: We are tal king about contract
and we are talking about a tort claim That is not the
primary purpose of these causes of action.

Number two, | would say that in this context,
Gui dant is heavily regul ated already. The FDA is a
severe watchdog over these types of issues. And | would
submt that M nnesota doesn't necessarily have any
interest in the situation where the FDA is already all
over the case in applying its laws to a M nnesota
corporation.

Third, |1 would point out that this is in the
context of an MDL. There will be -- | was just in Judge
Leary's courtroom yesterday. There are plenty of
M nnesota individuals ready to apply M nnesota law to
vi ndi cate these issues. It doesn't have to be a Florida
resident who carries the banner for this issue. These

cases have not escaped attention and this will be
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i ndi cated at some point. This is not the proper case to
do it. So, even if M nnesota were not to apply its |aws

to Guidant's behavior in this case, clearly it is going

to be applied at some point. Not so therefore,
M nnesota's interests will not be denied in the | arger
scheme of things. | think that is an inportant

di stinction.
| also think it is inportant for the Court to

|l ook at, | believe it is, the Foster -v- St. Jude case

in which Judge Kyle in addressing the propriety of the
proposed transaction on ICD s points out that under
choice of law rules, he clearly would apply the | aw of
the state for the device is inmplanted, not the | aw of
M nnesota or the state where the device was
manuf act ur ed.

So, | think there is strong, persuasive
authority that maybe M nnesota m ght have some vesti gi al
interest because there is a Guidant connection, but it
is not a big interest. And it is certainly outweighed
by Florida's interests in this case over its resident,
conduct that happened in Florida, an action that
happened in Florida, damages that happened in Florida.

The next issue to consider in the interest
analysis is the basic policies underlying the | aws. I

think | just touched on that. These are conmpensatory
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causes of action, not regulatory. Therefore, the state
where the individual resides has a much stronger
interest in seeing to what extent and in what limts the
i ndi vidual should be conpensat ed.

Finally, the last two parts of the
significant analysis test is the certainty of results
and the better rule of law. Those are rarely relied on.
| don't think either one is particularly dispositive or
hel pful in this case. | think they are a wash, at best.

I n conclusion, Your Honor, Florida has
clearly got more significant contacts with the facts of
this case. Florida clearly has nore interest in
applying its version of negligent infliction of
enmoti onal distress, and inplied warranties, privity
requi rement. Fl orida | aw has strong presunptions that
absent a powerful showing to the contrary, the place
where the accident took place, the place where the
contract was made, and the place where the
representations were relied upon will apply.

| think Florida | aw applies, Your Honor.
Thank you

THE COURT: Thank you

Good afternoon.

MR. HARKE: Good afternoon. Thank you, Your

Honor. Although M. Lesser introduced me, | would |ike
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to introduce myself, since it is my first time in front
of the Court.

THE COURT: It seems |ike the right thing to
do.

MR. HARKE: My name is Lance Harke. | am a
M am attorney and I am a member of the PSC. And | am
privileged and honored to be in front of Your Honor.
Prof essor Clasby, who is nmy client, has two children,
bot h daughters. Hi s ol dest daughter, Allison, is ny
wife. We met in |aw school

She practices with me and we have four young
boys that she al so raises.

THE COURT: | have five daughters, so that
woul d be quite a m x

MS. MOELLER: The Brady Bunch.

THE COURT: | have two sets of twi ns that
conplicates things.

MR. HARKE: Well, |I'"m not done yet. My --

MR. LESSER: Your Honor? May 1? | have four
daughters, and I am thinking if these four are anything
like their dad, |'m hoping, to get away.

MR. HARKE: Prof essor Clasby's youngest
daughter is my | aw partner, Sarah. And she has two
young twi n daughters. So, when M. Carpenter talks

about Professor Clasby seeing a |awyer, there is no one
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else for himto see. His wife is a professor of English
al so at the University of Mam , so he could call either
one of his two daughters who practice with me, or he
could call me. \Whoever he calls, he is likely to call a
| awyer if he has a question about something that is
happening in the newspapers.

| am a history buff, so | appreciated your
footnote with regard to the bell wethers.

THE COURT: Bel | wet her ?

MR. HARKE: And | think that the Duron Choice
of Law Order actually answered a | ot of the questions
with regard to Professor Clasby's case. And | don't
di sagree with a |ot of what M. Carpenter said.

As Your Honor already held, Florida conflict
of law rules are going to govern this case. W agree
there is no outcome determ native conflict with regard
to Florida and M nnesota law with regard to all of the
claims with the exception of the breach of the inmplied
warranty claim which is Count 5, and the negligent
infliction of emotional distress claim which is Count
10.

So, with regard to all of the other counts,

t he personal injury counts, which are Counts 1 through 4
and 11 through 12 of the Amended Conpl aint by adoption.

The fraud and deceit claims, which are Counts
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6 through 9, and the unjust enrichment count, which is
Count 17, there is no issue. So, we are only left at
this point with two counts. And Your Honor has, |

t hi nk, already provided a roadmap through the prior
order with how to handle those two counts. And | don't
want to bel abor very much of this at this point.

Wth regard to the negligent infliction of
emotional distress, that is Count 10. Both Florida |aw
and M nnesota | aw require proof of physical
mani f est ati on of i npact. There is no conflict there.
And we don't dispute what M. Carpenter says. And
hi storically, the reason why that is the case and why we
will also get to the inplied warranty is Florida, |like a
| ot of these emerging jurisdictions that arose during
the early 20th century, during the Lockner era when the
rail roads were comng into states |i ke Arizona and
California, Florida there was a concern that there not
be an econom c i nmpediment to the devel opnment of the
i ndustries in these areas. And courts at different
times inmpose requirements |ike the kind we are talking
about here today. But, there is no conflict between
Fl ori da and M nnesota law with regard to the physical
mani f estation --

THE COURT: Now, | think M. Carpenter was

suggesting, and actually my recollection, actually,
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woul d suggest that there is a physical manifestation

required in M nnesot a.

Now, you concede that, but | think M.

Car penter just got up and said he believes there is a

conflict, namely that Florida requires that M nnesota

does not.

M. Carpenter, am |l right about that, that

your view is M nnesota

interrupting counsel's

does not require -- | know I am

argunment, but does not require --

MR. CARPENTER: Your Honor, | would have to
check my notes. | know that Florida, at |east,
requires -- | think M nnesota has some | evel of physica

mani f est ati on. Florida's is much more severe, death,

paral ysis, or something |ike that. So, | think there is

a conflict to that extent.

Frankly, |1

agree there may not be a conflict

because | don't think Dr. Clasby can prove either, but

to the extent there is,
THE COURT:

MR. HARKE:

Florida is nore stringent.
Al'l right.

| don't know anything about

M nnesota's physical manifestation of inmpact, however

Your Honor concluded in the Duron Order that M nnesota

has that requirement.

physi cal manifestation

| do know about Florida's

rule, and I think we nmore than

abundantly meet that with regard to the inmplantation,
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t he expl anation, the second explantation, the renoval of
the | eads.

There is no question under Florida |aw that
t here exists necessary facts for meeting that particular
requi rement, although that is not what is before you at

this moment. Like California in the Duron case, Florida

courts have in the past held that the negligent
infliction of emotional distress claimis parasitic, and
rat her than i ndependent. | think that m ght be a
di stinction without a difference here because, you know,
it is our belief that we have more than a sufficient
nunmber of ancillary tort and statutory claim to support
an additional claimfor negligent infliction, even under
Fl orida | aw.

| can tell you again that parasitic, and the
courts that tal k about the parasitic nature of those
claims are older courts that were dealing again with
concerns about the devel opment of the railroads and
ot her industries in the state of Florida. In the | ast
30 or 40 years, many, many Florida courts, and we have
cited to a bunch of them just talk about that cause of
action without any discussion about whether it is
parasitic, or an independent tort. So, | don't know
whet her for purposes of choice of law it makes any

difference, really.
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So, our view, though, Judge, because there is
no real difference, they both require proof of physical
mani f estati on, there m ght be an issue about whether it
is parasitic under Florida |law, where it is independent
under M nnesota |law, we believe that your analysis in
Duron should until apply, which was based on the
Governmental interest test. Al t hough, you will see that
if you ook at the restatement, that is a significant
interest. That is a significant interest, as well as
t he place where the device was manufactured, and the
corporation of the Defendant.

Your Honor already ordered on page 12 of the
Duron Order that this was a rare instance where Gui dant
is in Mnnesota and it was a very unique fact, also on
page 12, in your footnote 5, that Guidant is |located in
the state where the MDL court sits, and the fact that
t he device at issue was manufactured in M nnesot a.

So, with regard to negligent infliction, we
woul d contend that M nnesota's overriding interest
shoul d apply, irrespective of whether or not you used
the Restatement or you used the governnmental interest
test to reach that concl usion.

We all know that these things are nostly
results oriented, anyway. Courts highlight particular

factors based on which interest they consider to be nore
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i mportant at the tine.

Wth regard to the other open issue, the
breach of implied warranty, that is Count 5. Again, as
Your Honor concluded in the Duron Choice of Law Opinion,
like California, Florida requires privity, so that is
the same as Duron, whereas M nnesota does not.

And again, applying that most significant
relati onships test, Section 145 |lists the various
factors. We think the same analysis that the Court
empl oyed in Duron should be enployed here.

Your Honor analyzed those interests at pages
9 and 10, both states have a legitimte interest, but
M nnesota, again, is the |ocation where the device at
i ssue was manufactured. Your Honor concluded in the
Duron case that M nnesota's |aws would be nore
significantly inmpaired. And we think that, again,
whet her you use the governnental interest test, you use
t he Restatement, Your Honor should reach the same
conclusion with regard to Professor Clasby's device.

I|f you |l ook at the other factors of Section
145, they also weigh in favor of M nnesota. You have
got, Guidant is cul pable of illegal corporate activity,
whi ch we argue occurred in M nnesota. The device was
desi gned, manufactured, quality checked, sold out of

M nnesot a. M nnesota's | ocation of the headquarters,
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princi pal place of business is in St. Paul, all of the
same factors that Your Honor already concluded with
respect to Duron should reach the same result here.

THE COURT: Thank you

MR. HARKE: Thank you, Your Honor.

THE COURT: A brief rebuttal if you would
i ke, M. Carpenter?

MR. CARPENTER: Thank you, Your Honor. The
only thing | have to say in response to that is, no, the
device was not designed, manufactured, quality checked
out of M nnesot a. Most of the parts that are at issue
were done in Ireland. They keep stating that, that it
is still not true.

| do want to clear up an issue fromthe | ast
round of argument about Dr. Clasby's causation issue.
Dr. Clasby testified that he does not remenber anything
bet ween when he experienced ventricular fibrillation on
the tennis court and when he woke up in the hospital
after he had already received his PRISM 2. Cl asbhy
Deposition, transcript page 136, lines 4 to 23; 138,
lines 12 to 22. That is at page 104 of our brief, Your
Honor .

THE COURT: Thank you

MR. CARPENTER: Thank you

THE COURT: Ms. Moeller?




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

25

127

MS. MOELLER: Al nmost done, Judge.

THE COURT: | heard you -- | don't know who

said Mueller (PH), and | heard you say, Moeller.

MS. MOELLER: You heard nme? | thought |
speaking nmore softly than that. | apol ogi ze for that
Judge. It was actually my husband and not me, anyway

THE COURT: Well, | knew that. | though

is why you expressly said it.
MS. MOELLER: It was, actually, it was.
THE COURT: Al'l right.
MS. MOELLER: Judge, this is our motion t

di sm ss based on no mal function and no injury.

was

t hat

(0]

THE COURT: If I may stop you, did you want

me to wait?

MR. HARKE: No, we are ready.

THE COURT: All right. | don't object to
anybody com ng and going, | just want to make sure if
they are saying, well, they are starting quicker than
t hought, so we are m ssing -- okay, we are fine.

MR. HARKE: We just changed seats.

MS. MOELLER: And actually, a lot of the
factual support that | am going to be speaking of, yo
have all addressed briefly in the failure to warn
motion, so | will try to cut down my argunment so that

can get out of here. | do want to point out some of

we

u

we

the
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factual differences between Professor Clasby's case and
M. Duron's case as it relates to this motion and as it
relates to the ruling that you have in M. Duron's
Mot i on.

One of the nost significant differences, of
course, is that Professor Clasby's device has never been
subject to any FDA recall or FDA notice or FDA advisory.
It is not subject to the same Class 1 recall as the
device which M. Duron received.

Prof essor Clasby's device was manufactured
after April of 2002 in which there was a manufacturing
change that |ater was determ ned to have aneliorated the
arcing problem virtually elimnated it in that
popul ati on of devices.

Now, the Plaintiffs are going to try to say,
you will hear them say | ater today that they are going
to try to make Professor Clasby's device fit within that
prior popul ation by saying it doesn't show that there is
the design -- the change that was in April of 2002.

We di spute that, but for purposes of this
motion, that doesn't matter. So, we will get to that,
Judge, but | don't want you to be led astray by that
argument by them What the Plaintiffs are asking the
Court to allow is a cause of action for a perfectly

functioning device that the Plaintiff m stakenly




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

25

129

bel i eved was recall ed. | mean, that is what all of
these facts boil down to, Your Honor, is that they want
to extend a cause of action for Professor Clasby,
despite the fact that he had a device that functioned
within his body perfectly fine, functioned appropriately
during the entire period of time he had it. It never

mal functi oned, it never arced, it was not subject to
pol yi m de degradation. There was nothing about his
device. There was nothing wong about his device that
led to his decision to have it taken out.

So, this is much different than in the Larson
case where the decision to recall was forced upon the
plaintiff because of the recall in that decision, as you
said. The facts are just nowhere near that scenario.

M. Carpenter pointed it out earlier, but
this device, unlike M. Duron's device, was called upon
to fire, to have a shock during the period of tinme it
was implanted in M. Clasbhy. Now, it turns out that
shock was not a l|life-saving shock, it was what the
i ndustry terms an inappropriate shock. But, in a
counter-intuitive way, an inappropriate shock actually
denonstrates that the device is working appropriately,
because it is firing at the |level that the physician has
programmed it for that particular patient. And the fix

for that is usually relatively easy. The physician can
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simply reprogram the device to a |ower arrhythm a
setting, to a |lower heart rate setting, and that in nost
instances will take care of inappropriate firing. But ,
as Andy pointed out, that is a well-known,

wel | -accepted, and in fact desired risk of these
defibrillators. Because physicians woul d nmuch rather
have a device that fires when it is not necessary, than
one that doesn't fire when it is necessary.

So, that is something that since the
inception of these devices has been known and accepted
with this. And it is not only not a malfunction, it is
proof that the device is functioning appropriately for
t hat person. So, there was nothing about the device
while it was inmplanted, nothing wong with the device
while it was inmplanted in his body that led to the
expl ant .

Now, | didn't realize until we got here that
the Plaintiffs were going to dispute that the device was
bei ng explanted due to a m staken belief that it was
recalled. They were the ones that had chosen to depose
Dr. Feldman. And really, it doesn't matter what the
decision is, if it was because the device was
i nappropriately shocking, or whether it was due to the
m st aken belief of recall. There is nothing about the

device, per se, that led to this decision. This was a
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voluntary decision at some |evel, whether it be m staken
about the recall, whether it be because he wanted to
have it taken out by the inappropriate shocks, any of

t hose reasons have nothing to do with anything wrong
with the device. There is no defect that was harnfu
that led to the explant decision.

And let's talk a little bit about the expl ant
deci sion, because you actually noted this a little bit
earlier, Your Honor. And it is a little bit
interesting, the timeline. Prof essor Cl asby was
actually one of the first individuals in the country
that filed a |awsuit against this company in the summer
of 2005. And as you pointed out, he waited al nost a
year later until May of 2006 to have his device taken
out of him

Coi ncidentally, that coincided with the
begi nni ng of the bell wether selection process. But
regardl ess of that, there was, unlike the Duron case,
there was a significant delay in himdetermning to have
his device taken out.

Plaintiffs point to four alleged defects in
their brief as evidence of why this -- our motion should
fail. And those are really red herrings, because under
Fl orida | aw, evidence of defect, alone, is

i nconsequenti al . It has to be harnmfully defective. And
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there is a good quote, actually in the Hartman versus --

and | don't know how to say this, Opelika case which
Plaintiffs actually cite on page 97 of their brief.

An if you go to page -- it is 414 So.2d 1105,
and I'm going to pages 107, carrying over to 108.

Foll owi ng the quote that the Plaintiffs cite in their

brief, it goes on, as Professor Wade has observed, and
this is a treatise on the nature of strict liability for
products.

A product may be defective and still not be

likely to cause injury. An autonmobile, for example, may
have something wrong with the ignition, so that it wil
not start properly, or the clock or the radio may not
wor k correctly. If so, it is obviously defective, but
it is not harnfully defective. And that is the key
under Florida |aw, that there has to be a harnful

defect.

And Professor Clasby's device sinply does not
contain a defect that is potentially harmful to him He
has not been harmed, or there is nothing about his
device that puts himat any kind of increased risk. | f
you | ook at the post-April devices, of which M. Clasbhy
received, the risk of an arcing failure is .009 percent.
That does not represent any increased risk to himthan

t he underlying failure rate that occurs with all of
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t hese devices. It's substantially | ower than both what
was predicted to FDA, and what the conpany had -- what
t he company's standard was. In fact, this was one of
the nmost reliable devices the conpany has ever nmade.
And it the post-April devices, the specific risk of the
arcing failure is only .009 percent.

The first of the four quote, unguote, defects
whi ch for purposes of this motion we disagree with, but
is simply the -- and they are careful about the way they
phrase it, Judge, and there is a reason for that. And
t hey say the decision to use polyimde in the product,
that is a red herring for several reasons.

First of all, in M. Armstrong's report,
which is now part of the record, he concedes that the --
that Mr. Clasby's device on explanation had no polyi m de
degr adati on. It had not degraded. Even had -- and it
doesn't really matter, because polyi m de degradati on,
alone, is not sufficient to cause the arcing failure.
There are nultiple things that have to come together.

We call it in our brief, triple redundancy. And it is a
design concept that is well known. So, you can't | ook
at any one of those -- polyimde, in and of itself when
it is fully functional, as it was in M. Clasbhy's
device, M. Carpenter said five times the dielectric

strength -- it is actually ten times the dielectric
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strengt h. He was bei ng conservati ve. But, it was
sufficient to withstand the amunt of energy that goes
t hrough the wire at that |ocation.

THE COURT: You know that is quite a
di plomatic way to say your partner made a m st ake.

MR. CARPENTER: | was wrong.

THE COURT: Il will remember that, being
conservati ve.

MS. MOELLER: Anyway, the -- again, the next
two we dispute, the next two are also -- they say no
space, that there is no evidence of the April 2002
change. Those are essentially the same argument. And
pol yi m de, alone, is sufficient in those instances, as |
just stated.

And nore than that, there is nothing, as M.
Car penter pointed out earlier, anytime you are going to
t ake somet hi ng out of the body, look at it and pull it
apart, it is not surprisingly that you could find
somet hing that m ght not be exactly ripe, but it doesn't
matter if there is a quote, unquote, defect which we're,
for purposes of this motion, only talking about.

It has to be harnfully defective. And there
i's nothing about the post-April devices, the type of
device that M. Clasby got that put himin an increased

ri sk, had a propensity to fail, was anything different
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t han any of the other devices that were being marketed,
and the reliability of other devices.

This was not a situation Iike M. Duron's
where he was concerned because of a Class 1 recall and
what those words said and how he interpreted those. And
if he did, it is a m stake, because his device clearly
was not on the recall list. As you pointed out, when a
heal t hcare provider, we don't know who it was, called
Gui dant, the correct information was provided to them
Gui dant has a | ook-up tool where you can insert
someone's serial number and determ ne whether or not it
is on the recall I|ist. So, there are many avenues, and
especially by that time there had been litigation for
over a year, and there had been -- there were many
avenues to get that correct information.

So, just to shorten up, what they are asking
is an extension of the |law that no one el se has
recogni zed. It would really open up a Pandora's box of
frivolous litigation if you allow someone who gets a
device with a higher liability, actually, than what was
anticipated, that had evidence of working appropriately
during the period of time that it was inmplanted, was not
subject to any recall, and there was no reason rel ated
to that device at any level that led to the decision to

have it taken out. And so, for all of those reasons,
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Professor Clasby's case is different than M. Duron's
case. And summary judgnment should be entered in
Def endant's favor on this issue.

THE COURT: Thank you. Whenever you are

ready?

MR. HARKE: Thank you, Your Honor. | got a
little lost. | wasn't positive what issues, exactly, we
were tal king about. Ms. Moell er argued a number of
di fferent things. But, | think we were supposed to be

arguing the no injury due to a lack of malfunction.

And, you know, Your Honor has already ruled with regard

to the supplenmental expert report of M. Arnmstrong. And
t hat, coupled with Your Honor's June 12th, 2007 Order, |
think, really lays the ground work for analyzing

Prof essor Clasby's case.

THE COURT: So | guess, then the real issue
becomes, which I amquite certain is where you are
headed is, well, are there distinctions to be made as
suggested by Ms. Moeller that would send me the other
way.

MR. HARKE: A different direction, right.
And the distinction that Ms. Moeller referred to is the,
you know, lack of a Class 1 recall with regard to
Prof essor Clasby's device.

And, you know, | have read your June 12th




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

25

137

order many, many times, now. And al t hough Your

references the existence of a Class 1 recal

to M. Duron's device, at no point does Your

on that, standing alone, as being some sort

| with regard

of

standard by which you could determ ne whet her

Honor

Honor

rely

| egal

or not an

injury has occurred or whether or not there has been a

design defect or whether or not there has been a

mal functi on.

THE COURT: That is true.

MR. HARKE: Your Honor analyzes the facts of

M. Duron's case very carefully based on certain

predicate facts, and then you apply the law to those

facts later on in your opinion. And as a substantive

manner, particularly when you read M. Arnstrong's

suppl emental report, those facts are identical.

| abel of the Class 1 recall is different.

The

You know,

Gui dant gave it a euphem stic, or | would perhaps

suggest an Orwel |lian phrase that Professor

Cl asby's

device was subject to a supplemental warranty program

That is what their website says when you punch in his

number. Those | abels, to me, aren't significant.

And

don't think the | aw makes a distinction based on those

| abel s.
The fact of the matter is that

agree and M. Arnstrong's report references

both parties

it.

M .
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Armstrong says that Guidant's visual observations of M.
Cl asby's explanted ICD reported there isn't a space
between the DF wire and the backfill tube.

So, in that regard, M. Duron's device and
Prof essor Clasby's device, and perhaps thousands of
ot her devices within the category of Professor Clasby's
suppl emental warranty program al so have that same design
defect.

I n addition, there was no nmedi cal adhesive
between the -DF wire and the backfill tube. That was
t he purported April of 2002 change. As M. Arnmstrong's
report indicates and Gui dant doesn't dispute, the
medi cal adhesive wasn't there. So, the only insulation
is the polyimde insulation.

Further, M. Arnstrong advi ses and Gui dant
does not dispute that there was moisture in the header.
And as Your Honor analyzed on page 4 of the Duron
opi ni on, polyimde can degrade and |lose its insulation
property under certain conditions. Moi sture in the
header is one of the conditions that M. Arnstrong
contends, and certainly for purposes of summary judgment
provi des adequate evidence that the device was not only
designed i mproperly, but also was mal functioning, or in
t he process of malfunctioning through the polyimde

degr adati on.
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THE COURT: s there a difference in thi
case -- and even if you say, well, | suppose you cou
say, well, that is a difference Ms. Moeller mentione

but it is not one that makes a difference in result.

S
I d
d ’

That is to say, the record would suggest that
unli ke M. Duron, Professor Clasby was called upon to
deliver a shock, albeit it wasn't the right shock, but
it was -- and it wasn't, apparently, a life-threatening
circumst ance. But, it was -- so the argunment goes, it
was call ed upon, so that unknown potential malfunction,
or mal function as | define it in the Order, well, here
it did deliver it, appears it did deliver a shock. Does
t hat change the presence or the absence of a
mal functi on?

MR. HARKE: | would say it didn't. | mean,

in terms of chronol ogy, you have to bear in mnd that

M. Duron's device was in his body | onger than Profe

SSor

Cl asby' s. So, the presence of the polyimde degradation

woul d be more accelerated in M. Duron's device than
Prof essor Cl asby.

But, the inappropriate shock that Ms. Mo
referenced and your question raises was delivered a
two and a half months after the inmplantation of
Prof essor Clasby's device. So, it is true within th

space of a couple of nonths after the inmplantation,

eller

mer e

e

t he
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device inappropriately shocked him That is conceded.

THE COURT: But, then -- and I'm sorry to
interrupt -- but then if Ms. Moeller were standing where
you were, she would say, well, that was proof that it

was functioning and it is proof there was no
mal functi oni ng, because, actually, it was working. And
of course, we have the issue of whether it was the
paranmeter setting and why it was delivering the shock,
but it actually delivered the shock

MR. HARKE: Yeah, it is clearly indicia of
the fact that the device shocked him You know, whet her
or not that is the totality of whether -- of how his
devi ce should function and whether or not for the
lifetime of the device it would continue to function in
t hat manner given the other features of his device, |
think is a question that is in material dispute for
pur poses of summary judgnent.

Your Honor also ruled, as a matter of fact,
on page 4 of your Order that polyimde can degrade and
| ose its insulation properties under certain conditions,
or when it is inmproperly bent. And M. Armstrong
concl udes that Professor Clasby's device was inproperly
bent, and that there was bending at the point of inpact.

So, you have the same facts that would

i ndi cate that Professor Clasby's device was in every
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respect the same as M. Duron's. The only evidence,
again, is the webpage that it was subject to a
suppl emental warranty program So, with that in mnd, |
t hi nk Your Honor already laid the ground work on
analyzing this on page 30 of your Order where you set
forth the differences between the Larson case and the
W sconsin case and the California case.

Here, those same exact features apply with
regard to Professor Clasby. Because unli ke the case
i nvolving the sewing machine from Florida, which I wil
get to that Ms. Moeller tal ks about, we have the same
exact set of distinguishing features.

And Your Honor did, | think, a very clean and
| ogi cal anal ysi s. The defibrillator feature of the
PRI ZM 2 functions only when called upon. So, you're
right, it was called upon in April of '02, but we have
no i dea whether or not in light of the polyimde
degradation, in |ight of the fact that there was no
medi cal adhesive, in |light of the fact that the wire was
bent, in light of the fact that there was no spacing,
which was a design defect, it is unclear, and certainly,
again, there is a material fact, as Your Honor already
concluded in Duron, whether it would be called upon
again to function, whether or not it would function or

not . And as Your Honor also concluded, second, the
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PRI ZM 2 cannot be nonitored to determne if a

mal functi on occurred or is likely to occur. It is the
same case. VWhen Professor Clasby becane aware of the
recall and he spoke with Dr. Feldman and others and they
recommended the explant, he had no ability to nonitor

t he polyi m de degradation, which Your Honor has already
concluded was both a mal function and a design defect, at
| east with regard to M. Duron.

Third, a patient with a pacemaker, or a valve
mal function will exhibit symptons prior to a conplete
failure to allow a patient to have some treatnent. Her e
if the PRIZM 2 failed to defibrillate, the patient wil
be severely injured or die.

In the case, again, of Professor Clasby,
Professor Clasby's device had none of the April '02
manuf acturing fixes that Guidant contended woul d render
it a device that would be functional and operate as
i ntended.

Fourth, Your Honor concluded that the device
defect could worsen over tinme, unlike a heart valve,
whi ch woul d | essen. You have the sanme issue here,

Prof essor Clasby's device was only inplanted in December
of '02. But, given the fact that there was moisture in
t he header, there was no space, no adhesive, it was a

bent tube, there are at a m ni mum genui ne i ssues of
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mat eri al fact about whether or not Professor Clasby's
PRI ZM 2 device woul d have worsened over time. And
again, that is the same analysis that Your Honor already
concluded with regard to Duron.

| want to just briefly talk about some of the
Professor Clasby's injuries, and |I'm not sure -- |
heard -- there was some discussion about whether or not
Prof essor Clasby was injured or not as a result of, you
know, this is an explant with conplications case.

THE COURT: Ri ght .

MR. HARKE: And there is no question,
al t hough Professor Clasby scheduled his explant to occur
after the conclusion of the school year, the record is
replete, and our factual summary identifies substanti al
evi dence that he was injured psychologically from
| earning of the problems with the Guidant device.

He testified he thought it was a shock to him
t hat he had a potentially serious threat to his health.
His wife testified he became irritable, junmpy, he had
troubl e sl eeping, he lost interest in exercise, he
woul dn't go on wal ks. He had di gestive problens.
Physically, he went down hill. He | ost wei ght. Hi s
wi fe thought he was afraid for his life. His fear was
somet hing that haunted himon a daily basis.

Hi s psychol ogist Dr. Incera said the device
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is seen as a safety net. And if the safety net is not
there, it makes a person feel much nmore vul nerable. And
when you find it out after the fact, it underm nes all
sorts of things, all sorts of things.

And to me, it is a little disingenuous for
Gui dant to write as it does in its response that the
i mpl ant -- the person who receives the inplant should be
aware there is a potential psychol ogical inpact of
havi ng a device that functions normally w thout any
incident problems, or any recall or anything else, that
there is a potential psychol ogical impact that the
pati ent should be aware of from the inmplantation of that
type of device in your system But, then here when the
di scl osures of the various problems come out with regard
to the device, Guidant takes the position that they are
not responsi ble for any of those psychol ogical inpacts
and that none of those inmpacts are legitimte or
compensabl e.

And Dr. Clasby testified and his doctors
support his testimny that he had anxiety and
depression. Dr. Del Gaudio testified that having a
defective device on himw ||l exacerbate and increase the
anticipatory anxiety that he had.

Wth regard to his physical injuries, he is

different from M. Duron in regard that he had two
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expl ant surgeries after the original inplantation. The
first explant was a difficult experience. The doctor,
and the medical personnel had difficulties with his
. V.. He was required to be defibrillated during the
course of his first explant. He had conmplications. | t
turned out he had a life-threatening infection as a
result of the first explant. This necessitated a second
explant, not just the defibrillator, but the |eads that
had already been enbedded in his body running to his
heart had to be rempved. The situation was so grimthat
Professor Clasby, who is a devout Catholic, and his wife
who -- and he sings at his church and his wife wites
about -- writes about religion and literature. They are
very religious people. He had his Priest adm nister the
| ast rights prior to his second expl ant. He said his
| ast good-byes in a meeting with his daughters. And he
had a very pai nful explant experience.

He was in the hospital for five days. He
went for hours without eating or drinking. He was
cat heteri zed. He had painful spasnms in his bl adder. He
was required to have general anesthesia for both of
t hose operations. And he had an infection that had to
be resolved, and he had to have a third device
i mpl ant ed.

Briefly, Your Honor, | also want to respond
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with regard to Florida |aw on the two cases that | think
are nmost rel evant. Ms. Moeller referenced the Opelika
machi ne case for the standard that there needs to be a
harmful defect. W cited that case. That is a 1982
case involving a sewing machi ne, or part of a sewi ng
machi ne at a Monsanto textile plant in north Florida.
That is an interesting case because we cite
it for the exact opposite proposition that Ms. Moeller
cites it for. I n that particular case, there was a
trial with regard to strict liability and an inmplied
warranty claim The Court granted summary judgment on
the strict liability, but sent the inplied warranty case
to the jury. There was a question about whether or not
the jury instructions were proper with regard to what
was submtted to the jury. On appeal, the Court
concluded quite the opposite of what Ms. Moeller
cont ends. The Court found that the failure to charge
the jury on a product's potential affinity for causing
injury is a serious om ssion. In other words, it is not
that there needs to be a harmful defect, harnfully
defective, it is the exact opposite. It's the potenti al
affinity for a -- potential affinity for causing injury,
whi ch was the om ssion which led to the reversal, and
which led the court to tell the |ower court to provide a

jury instruction that provided for the potenti al
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affinity for causing injury.

Now, the Court does cite to | anguage that
i ncludes the words harmfully defective, and that is from
a 1973 Law Review article that was published in the
M ssi ssi ppi Law Journal . But, what the Court is talKking
about there is you can have devices that don't -- that
don't cause injury, because they are not harnmful.

You can have an autonmobile that has an
ignition problem but it doesn't cause the death or
potential serious injury of someone sinply because it
doesn't work correctly. So, the question is whether or
not there is physical harm the potential for physical
har m It is not that it has to be harmfully defective,
t he question is whether or not it causes, or could
cause, or has the potential affinity to cause physical
harm  And clearly, this device which could lead to
someone's death satisfies the criteria set forth in that
case.

Later on, the Court makes it crystal clear,
because the instructions given below fail to suggest to
the jury that the alleged of fending product's potenti al
for causing physical harmto the user, it was in our
j udgment an inconmplete and m sl eading instruction and it
didn't advise the jury there could be an all eged

of fendi ng product's potential for causing physical harm




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

25

148

And clearly, with the fact that this device was
manuf act ured not according to design specifications,
with all of the other problems that M. Arnmstrong
identified and even Gui dant concedes, there is no
guestion that that standard has been met.

Finally, I want to bring to Your Honor's
attention another Florida case that we think applies
here. Certainly with respect to the deceptive and
unfair trade practices claim And it fits right into
Your Honor's analysis of the unique |ife-saving nature
of the defibrillators, and the fact that they can't
ot herwi se be readily nonitored and determ ned to be
whet her or not they operate properly or whether they
wer e designed properly, sinply by visual inspection.

And that involves the Chrysler case, the

Collins versus Daimer Chrysler Corporation case which

we cite to, a 2005 case that involves a defective
seatbelt in certain Chrysler autonobiles. And the
question before the appellate court was whether or not
you needed to have the device to fail, you know whet her
the seatbelt needed to actually not operate, potentially
hurt somebody before you could state a claimfor
deceptive and unfair trade practice. And the Court

t here concl uded that because of the unique |ife-saving

nature of a seatbelt, and the special considerations
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t hat

about
woul d
seathb
bef or
def ec
the e

about

could

obtai ned, which is exactly what Your Honor talked

in the Duron opinion, that you can't wait, nor

it make common sense or sound policy to wait for a
elt to fail and kill someone or a small child

e you are allowed to bring a cause of action for a
tive seatbelt design. And | would contend that is
xact same situation here that Your Honor talked

on pages 30, 31 and 32.

THE COURT: The difference, of course, is |

have somebody | ook at -- | don't think you would

approve of Dr. Higgins, probably, or somebody else -- |

shouldn't make light of it. The other -- Feldman -- |
better get a couple in here of the seatbelt. But ,
mean - -

MR. HARKE: That makes our case stronger,
because in the seatbelt case you can get a Dr. Higgins
to come in and, golly, there is no problemwth this
seatbelt. You have not stated a claim

Wher eas here, the only way to get a Dr.

Hi ggins to even | ook at and analyze the Professor's
device would be to have to pull it out of himand | earn

as we learned in this case that the medi cal adhesive

wasn'
t hat

tube,

t applied, learn that it was designed inmproperly,
t here was no space between the wire and the in-fill

and all of the other problems. The wire was bent,
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and all of the other problems that we've identified.

THE COURT: Al'l right.

MR. HARKE: Thank you, Your Honor.

THE COURT: Ms. Moeller, if M. Pratt will
| et you around there, in front or back.

MS. MOELLER: You'll see me kick himunder
t he table.

MR. PRATT: One | awyer per side per notion,
Your Honor, that is a great rule.

MS. MOELLER: | will be real brief, Judge.
The bottom line here is Professor Clasby got his device
expl anted because he m stakenly believed it was
recal | ed. It wasn't. Those facts were available to him
and his healthcare providers as we have established in
the record.

One of the distinguishing factors about M.
Duron was that his explant surgery was medically
necessary based on the FDA Class 1 recall. That
situation did not exist for Professor Clashby.

Al so, one of the open-ended questions that
was a basis of your decision in M. Duron's case was
whet her a |ife-saving shock could have been delivered.
We have that answered in Professor Clasby's case. A
|ife-saving shock, although not |ife-saving, was

delivered on nmultiple occasions. Not only could it
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have, it was. We al so have M. Armstrong's concession

t hat there was no polyi m de degradati on on expl ant. M.
Duron and Professor Clasby's devices were actually in

al most the exact same period of time. M. Duron's from
March of 2002 to August of 2005. Prof essor Cl ashy's
from Decenber of 2002 to May of 2006. My math skills
are a little rusty, but there is not a significant
difference in those two inplantations, contrary to M.
Har ke's position.

But, basically, Your Honor, there are
significant differences between Professor Clasby's case
and M. Duron's case, and those significant
differences should result in a different outconme. So,
unl ess you have any further questions?

THE COURT: | don't.

MR. HARKE: Judge, just one nmonent?

THE COURT: Sur e.

MR. HARKE: Just to respond briefly to what
Ms. Moeller said. The device did shock in April of '"03,
but that is exactly what is needed in order to create
the arc. There has to be a charge in order for it to
arc, anyway. And you have no way of know ng whet her or
not six months fromnow it would work again, in |ight of
all of the features that we tal ked about.

And again, if | could just briefly refer Your
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Honor to page 31 of your Order, this is exactly what
Gui dant argued in Duron, and it's arguing now.

Gui dant's entire notion rests on the prem se
that the only mal function would be failure of Duron's
PRI ZM 2 device to deliver a life-saving shock while
i mpl anted in his body. The record before the Court does
not allow such a limted view of mal function. There
wer e genuine issues of fact with respect to whether the
device mal functioned in the followi ng manner. Duron's
device contai ned polyimde, which malfunctions over time
by degrading, which in turn necessitates the surgery.

We have the exact same factual record before Your Honor
with regard to Professor Clasbhy.

THE COURT: Anything else, Ms. Moeller?

MS. MOELLER: | just dispute that final thing
because the reason -- no. Judge, we will let it in
t here.

THE COURT: Are you sure?

MS. MOELLER: We will let it in there.

THE COURT: All right. | will deem those
matters subm tted. | think we agreed to put these on

your desk by no later than July 10th.
Let me do two things. Il will first bring up
something that is unrelated -- well, let me bring up

something that is related to the motions today and then
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| will drop back and give you a -- | think I prom sed
the group in chanmbers this norning we would discuss
Daubert rulings, and then there will be a quid pro quo
in here. | will get to that in just a m nute.

But, one thing on a serious note, and
obviously | would have behaved the same way today, there
were a couple of lighter monents in the courtroomthis
mor ni ng and afternoon, because they are |ong days for
the I awers, even if clients had been here for either
si de. But, when we have some humor, whether it is
pointing out to Ms. Moeller's creative | awyering, rather
t han saying M. Carpenter made a m stake, saying he took
a nore conservative view, or sonmething Plaintiffs did, |
don't make light of the seriousness of this to the
Plaintiffs and your clients.

| am quite certain | would have done the same
t hing and make the same comments. So, | wouldn't want
to construe it that way, because | am sure it is no
humorous matter to either Guidant or to the individual
Plaintiffs. And obviously, it isn't to the |awyers, but
on the other hand sometimes it is hel pful not to take
one another and their selves too seriously during these
| ong days, so probably enough said about that. But, it
is not because | think they aren't serious matters.

MR. CARPENTER: Your Honor, | can take it.
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THE COURT: Pardon?

MR. CARPENTER: | can take it, Your Honor.

THE COURT: The objections or responses, you
can use either phrase you like on the in Iim ne notions,

this goes back to this morning, and the Daubert and in

l[imne motions are due by June 29t h. | would |ike them
by noon on June 25t h. | won't rule on them by the end
of the week as | will in the Daubert nmotions.

My point is those are due on June 29th on the
in limne responses. If I can have those by noon on
Monday, the 25th, then at least it gives me a chance to
read the responses. And then either by the end of next
week or the followi ng Monday at the latest, | wll file
all of the decisions in the Daubert notions.

We will still have any argument, and we wil|l
address in limne issues at the pretrial when that is
schedul ed on July 9th, | believe it is. But, it will at
| east give us a chance to read and have the context
of -- which is what | amreally after, in any event,
even though it may be true they don't relate directly,
or maybe even indirectly to sonme of the key Daubert
moti ons.

On the other hand, it does give me the
context of what the relevant issues and the issues of

concern are to both parties. And the quid pro quo, of
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course | got ny piece, but the piece for counsel, which
really, frankly, | would agree with, anyway, | am nmuch
more concerned about that than | am about -- | am sure
we can reach an agreement about pushing back the
obj ections and deci sions on exhibits, because that
rarely interferes with any trial | have been invol ved
in. And actually, in some cases, even though ny
Pretrial Order reads pretty much the sanme here as it
does in individual cases, oftentimes | will say unless
or until we are certain who the witnesses are going to
be or what aspects of the depositions are going to --
let's not have me run through all of these objections or
exhibits until we are certain what they are going to be.

Because even if that means having you do it,
as long as it is outside of the jury's time of nine to
five, whether that is me reviewi ng a deposition, with or
wi t hout counsel present, it will be outside of those
hour s.

| would rather do that and have a fraction of
t he number, which |I think that is what trials are about,
and say, well, | don't care if you are going to submt

t hese. You made the objections. Let's go through the

whole -- | amreally much | ess concerned about that. It
rarely, if ever, holds up a trial. So, that should --
and we will have a short order out on the web on two
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items. One just came up right away this morning on the

July 10th issue on discovery. And the second issue will

be just some suggestions that may be on the category of
meet and confer, a suggestion the Court has on where do
we go from here, apart from the bellwether trials. So,
we will roll that out in the next 24 hours. W had a

chance to talk about it a little bit over the noon hour

Anyt hing further on behalf of the Plaintiffs

t oday?

MR. LESSER: No, Your Honor, thank you.

THE COURT: Def endant s?

MR. PRATT: Not hi ng from Gui dant's side.
Thank you, Your Honor.

THE COURT: Now, is there anybody else you
want to introduce? Do you have any people doing a | ot
of the hard work?

MR. HARKE: Yes. As a matter of fact, this
is my partner, Howard Bushman, here, from M am .

THE COURT: | saw sonmebody com ng back and
forth fromthe back. Usually there are people doing
some heavy lifting.

MS. PETERSON: El i zabeth Peterson doing al
of our heavy lifting.

THE COURT: Oh, hi, Ms. Peterson. You and

tal ked yesterday. \When she called, | think a group of
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you, including Ms. Moeller, you were with. And she
said, is this Lowell Lindquist's office?

Well, it says Frank.

Oh, all right. | will get your direct number
and we decided to have a tel ephone conference. W are
adj ourned. Thank you.

(Adj our nment .)
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Jeanne M. Anderson, RMR-RPR
Official Court Reporter




