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(8:00 a.m)
PROCEEDI NGS
I N OPEN COURT

THE COURT: You nmay be seat ed.

This is the matter of Medtronic, Inc., Court File
No. 05-1726. Let's have counsel identify thenselves for the
record.

M5. COHEN: Good norning, your Honor. Lori Cohen
on behal f of Medtronic.

THE COURT: Good norning.

MR. BRYAN. Good norning, your Honor. Jay Bryan on
behal f of Medtronic.

MR. | MVELT: Steve Imelt, Medtronic.

MR. LEWS: Don Lewis on behalf of Medtronic, your
Honor .

MR. BREIT: Mtchell Breit on behalf of Plaintiffs,
your Honor.

MR. GUSTAFSON:. Good norning, your Honor. Dan
GQust af son on behal f of the plaintiffs.

MR. SHKCOLNI K:  Good norning, your Honor. Hunter
Shkol ni k on behalf of Plaintiffs.

MR. BECKER: Good norning, Judge. Tim Becker on
behal f of Plaintiffs.

THE COURT: Good norning to all. I1'msorry.

MR. DRAKULI CH: Just a back --



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

25

THE COURT: Back benchers?

MR. DRAKULI CH: Yes. N ck Drakulich on behal f of
Plaintiffs.

M5. BARNES: Lauren Barnes on behalf of Plaintiffs.

M5. ASHLEY: Barbara Ashl ey, in-house, Medtronic.

THE COURT: Good norning to all. Wo wants to
start?

MR. BREIT: Your Honor, | think if | can get
started, if that please the Court.

THE COURT: Fine, sure.

MR. BREIT: Good norning, your Honor. Mtchel
Breit again for the plaintiffs. W are here on Plaintiffs'
nmotion to conpel responses to discovery and in opposition to
t he defendants' notion for a protective order.

Your Honor, as a threshold matter, | think what we
have is a fundanental difference here on how the plaintiffs
and how the defendants view preenption law in this circuit
and with the type of discovery to which plaintiffs are
entitled.

As the Court is well aware, Judge Rosenbaum has set
a schedul e, an aggressive schedule. He wants us to get to
trial in 18 nonths and he wants to hear the preenption
question first. In order to do that, Plaintiffs believe that
inthis circuit particularly there are certain itens of

di scovery that are absolutely necessary. As the Brooks court

TIMOTHY J. WLLETTE, RDR, CRR
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said, a failure to conply with FDA regul ations is not
preenpted. The defendants' point of view, | believe, which
comes fromcase law in other districts and in other circuits,
is that Plaintiffs' discovery should be narrow, and that
narrow ng which the defendants are positing here is such that
we would only be entitled, according to the defendant, to
anything that they submtted to the FDA on their PMA process
and on the suppl enent approval. W believe that is as a
matter of law incorrect, and other courts in this district,

i ncl udi ng Brooks and Judge Tunheimin St. Jude, have said
that we can go beyond just what was submitted to determ ne
whet her or not the defendant conpli ed.

Your Honor, we have submtted what we believe are
interrogatories and requests for production that go directly
to that point. The defendant has argued that we're off the
reservation. But in order for us to determ ne what they did
and what they didn't do, we've got to have a |ook at the
backgr ound docunents.

The plaintiffs requested broad areas of discovery
and those broad areas were related to the devices, including
safety surveillance, conplaints and reporting. That's the
first area.

The second area which the Court has already ordered
must be produced are regulatory matters, including

subm ssions to the FDA and foreign regul atory bodi es.

TIMOTHY J. WLLETTE, RDR, CRR
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believe in Quidant, Judge Frank recently required the
defendant to submt those docunents in discovery. W're

| ooki ng for design and manufacturing docunents and sal es and
mar keting and pronoti on docunents, all which tie directly to
what is required of the defendant in the approval process and
in the post-approval process. There are obligations and

t hose obligations are docunented and the defendant has told
us they don't want to turn them over.

W have had a neet-and-confer. W've made an
effort to get beyond what are these broad gl obal differences.
| think you're going to hear fromthe defendant today that
all we're entitled to are what they submtted and that what
we're trying to do is to show a fraud on the FDA. Nothing
could be further fromthe truth and the St. Jude court
directly addressed that in a simlar situation. Wuat we're
trying to show is that if Defendant did not conply with the
FDA regul ati ons, then our clains, our conmmon-|aw clains, are
not preenpted.

Your Honor, |'ve prepared a chart that |I'm happy to
give to the Court that sets forth every single interrogatory,
every request for production and our rationale behind it. |
don't know that the Court wants to go there. |'m happy for
us to do so if necessary.

What | woul d suggest, your Honor, is that if you

coul d give us guidance on what areas globally the plaintiffs

TIMOTHY J. WLLETTE, RDR, CRR
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are entitled to discover, we mght be able then to sit down
with the defendant with your guidance and cone up with a
structure that would be nore effective than what we tried to
do, which was to sit down and have dianetrically opposed
positions. | believe that with your gui dance we could
probably nmake sone progress. Certainly at this point we are
at | oggerheads, and when you cone to the table with two
points of view -- and as |'ve said, we believe that their
point of viewis just off base in this circuit -- there's
nowhere to go. So we would ask the Court if that's
appropriate to help us with that and gi ve us sonme gui dance.

THE COURT: | think it may be appropriate despite
that -- and if the Court decides to go in that particul ar
fashion in fashioning its order or in drafting its order --
to still have the charts that you have prepared at | east
handed to the clerk so that we can have that.

Have you seen those, Ms. Cohen?

M5. COHEN: Not yet, your Honor.

THE COURT: GCkay. So let's nake sure that
Ms. Cohen gets a copy of those and we can take a | ook at
those after | take the matter under advisenent.

(Docunents distributed to the Court and defense counsel)

MR. BREIT: Your Honor, just so the Court is aware,

what they contain are an exact verbatim description of each

request, the response by the defendant and then Plaintiffs’

TIMOTHY J. WLLETTE, RDR, CRR
(612) 664-5108



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

25

rationale, which is included in our briefing.

THE COURT: kay.

MR. BREIT: Your Honor, | would add that | think
it's inportant on this question, which is a gl obal question
that | assune Defendant is going to want to take further if
they can, that a full record is absolutely necessary.
Plaintiffs wll be, | believe, prejudiced by being limted to
only what the Defendants' narrow view of what we're entitled
tois. In other words -- maybe | can say this a little nore
artful ly.

The defendant wants us to be constrai ned by case
law that is supportive of their position on preenption, not
inthis circuit but elsewhere, and wth those constraints
they then want to limt the discovery as they believe it
should be limted based upon case law that is not applicable
here. W believe that wth a nore full record we will be
able to at |east determ ne whether in fact there were
violations of the FDA regul ations. Even the approval letter
says if there are -- if you don't follow the process, then
your approval is essentially invalidated. That neans there's
no preenption and we need to be able to discover those types
of docunents at least to determ ne what they did and what
they didn't do. For Plaintiffs to be in a position where we
can't see what they may have because they didn't submt it to

the FDA we believe prejudices our position. So for that

TIMOTHY J. WLLETTE, RDR, CRR
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reason, your Honor, | believe that we should be entitled to
the di scovery responses to those interrogatories and requests
that we propounded.

In addition, as to the 30(b)(6) depositions, again,
they are in the sanme broad areas, and really what we're
trying to determ ne, again, as a threshold matter, is what
t hey have, how they keep their docunents. The defendant wil|l
tell you that they've been doing a rolling production. Thus
far, as they promsed, that rolling production has only to do
with what they submtted to the FDA and to certain rel ated
docunents that they may have in what they call their PVA file
which they did not give to the FDA. Wat they don't -- at
| east what we've seen so far is, they don't tell us where
they cone from who the custodian was, to what request they
are respondi ng, so we have no idea, really, what we're
getting. But again, as a threshold matter, they are limting
that response. And that would include, by the way, your
Honor, a limtation on manufacturing docunents and | think
t he defendants woul d concede that manufacturing defects are
not preenpted. We're entitled to them \What they've told us
is they will give us manufacturing information only as to
individual plaintiffs, but we want to know and we think we're
entitled to know whether there were manufacturing defects in
ot her devices not related to these particul ar naned

plaintiffs, because that will show a pattern. |ndeed, the

TIMOTHY J. WLLETTE, RDR, CRR
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WVHRA, which is the regulatory body in England, has stated
that they found manufacturing defects. That's why we request
foreign regulatory information. That is absolutely rel evant
to what they may or may not have submtted to our own

regul atory agencies. So in that regard, a 30(b)(6)
deposition at least to determne first what they've got, who
keeps it, who's responsible for it we believe we are entitled
to. They don't want us to go down that road. They have
nanmed sone individuals who are responsible for the FDA

subm ssions and of course we would want to depose them but
that is howthey limt it and we do not believe we should be
so limted.

So, your Honor, we believe that as a matter of |aw
and as a matter of |iberal discovery, which is really what is
applicable here -- it's not whether or not we should follow
Medtronic's point of view It really conmes down to whether
or not under liberal discovery rules we should be entitled to
at least look. It's not a fishing expedition. W believe
that what we are seeking -- and the docunent requests are
tailored to that information. Wat we are seeking goes
directly to whether or not there was conpliance with federal
rules, and in that regard, if there is nonconpliance, there
IS no preenption.

Unl ess the Court has any questions, |I'm --

THE COURT: No. | know that we've been talking

TIMOTHY J. WLLETTE, RDR, CRR
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about this thing for weeks and have got plenty of briefing on
it, so |l don't think you're going to find that the Court is
going to have a lot of questions this norning.

Ms. Cohen?

MR. BREIT: Thank you, your Honor.

M5. COHEN: Thank you, your Honor.

Your Honor, if |I may, | also have a couple of
charts that 1'd like to present. One of themis actually
just a production chart and it just shows the docunents that
we've produced thus far for ease of reference. The others, |
was going to actually bring a PowerPoint in and | thought it
m ght be too disruptive this norning given that it was a
di scovery dispute and we were on the respondi ng side, but I
do have a printout of it and if your Honor would like to
follow along with it --

THE COURT: Sure. That would be fine.

M5. COHEN: -- as opposed to us comng in here with
the screens and all of that.

THE COURT: Do you have an extra one for the clerk?

M5. CCHEN: Sure.

(Docunents distributed to the Court and Plaintiffs'
counsel )

M5. COHEN: Your Honor, to start with, | know
you' ve had plenty of briefing on this, |ike you said, and I

know you' ve seen the actual discovery requests and the notice

TIMOTHY J. WLLETTE, RDR, CRR
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attached to the various notions probably nmultiple tinmes. And
when you | ook at the discovery requests and the noti ce,
30(b)(6) notice of deposition, you know, | think what strikes
everyone who | ooks at it -- and we've had nmultiple people
take a look at it -- is, if those requests were responded to,
there would be nothing left in merits discovery, and the sane
with the 30(b)(6) deposition notice.

And the other sort of general overriding feeling |
have, especially last night as | read the plaintiffs'
response to our notion for protective order that cane in
yesterday, your Honor, when | read that and saw the response
with regard to particular subparts and topics of the notice
of deposition, ny response to that was, well, if that's what
they really wanted, why didn't they just ask for that, and
"1l get into some of the specifics of that. There is a
di sconnect between what the requests and what the 30(b)(6)
deposition notice list in many subparts and nultiple parts
versus how they're being described. And, you know, in sone
ways we nmay be able to address sone of those and reach an
agreenent on sone of the deposition notice topics now that
|' ve seen how they describe that.

As a starting point, it appears that the plaintiffs
have asked for everything in the world. And just as an
exanmple of that, if | may, your Honor --

THE COURT: Sure.

TIMOTHY J. WLLETTE, RDR, CRR
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M5. COHEN: -- | just bring it the Court's
attention before | get into the PowerPoint.

This is a set of interrogatories fromthe Vantosh
case, which is one of the cases -- and we've attached this to
ny affidavit as well. This is a case that was pending in
Fl ori da and becane part of the initial transfer order to the
MDL. This is a case that M. Breit and M. Shkol nik were
handling. And | studied this last night as well as the prior
di scovery requests and 30(b)(6) deposition notices that
preceded this nmulti-district litigation.

And if you |l ook at this Vantosh deposition notice,
rem nding the Court, of course, that this was in a case where
they were dealing with full nerits discovery, the
interrogatories that were served in this multi-district
l[itigation is exactly the sane. And so the plaintiffs took
the full-nerits interrogatories in Vantosh, they added the
| abel "Preenption” in the title, and they added two
addi tional ones. Nunbers 5 and 17 were the only two
different ones and we answered both of those, because one of
t hem asked specifically who at the FDA we spoke with and that
goes to the issue of preenption.

So as a starting point, what we feel has happened
is that the plaintiffs started serving full-nerits discovery,
a full-nmerits 30(b)(6) deposition notice, and that was the

starting point, and what we're trying to do is just get the

TIMOTHY J. WLLETTE, RDR, CRR
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di scovery into the limted phase that your Honor has ordered
under the pretrial order.

Just going through just for your Honor's -- to give
you a little bit of the background, on January 20th the
pretrial order specifically Iimted discovery to preenption
and any issues raised in dispositive notions. W wll be
filing those next week, but suffice it to say that preenption
is going to be the big legal issue and | think all of us
antici pated that.

On January 31st we did the first production and
you'll see that on the chart, where we produced what we cal
our PVA file, which is not -- as M. Breit announced a nonent
ago -- which is not just what we submtted to the FDA. And
"Il have anot her page that shows, but it's Medtronic's PVA
file, which neans it covers the root PMAs, it covers the
suppl enents, it covers conmunications to and from the FDA
and 1'1l go through sone of those categories as we nove
forward. It was an enornous production and we could have
limted it. W decided that rather than starting off and
saying, well, we'll just give what the Court ordered us to
produce on February 1st, we will give the entire file to try
and nove this forward and that's what happened with the
72, 000- pl us pages.

And then we received the plaintiffs' unlimted

di scovery requests, 19 interrogatories and 38 requests for

TIMOTHY J. WLLETTE, RDR, CRR
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docunents, again tracking the nerits discovery that we had
seen before. W have responded to eight of the
interrogatories and nine of their requests, we have produced
a privilege log, so we've been trying to work through the
process as we believe we should in good faith in trying to
conport with the Court's order.

W nmet and conferred on February 15th, and then a
week | ater the notion to conpel cane in asking for ful
responses to the unlimted discovery.

And then on February 27th we received the first
deposition notice. And again, | will get into that a little
bit in the context of our notion for protective order, but we
believe there was just no effort at all to limt the topics,
agai n, picking up on supercopying prior deposition notices
which were nerits notices and bringing theminto this,
| abel i ng t hem preenpti on.

On March 3rd we did our second rolling production.
And | know that M. Breit said that all we want to produce
were things that fall within the FDA subm ssions. W've

actual ly gone beyond that already, and if you | ook at the

production chart, what it'll show is that another 25,000
pages were produced on March 3rd -- your Honor, | should nmake
this clear.

These are not just docunents fromthe PVA file, but

we've actually gone through the custodial files, the

TIMOTHY J. WLLETTE, RDR, CRR
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W t nesses at Medtronic who had dealings with the FDA, who had
dealings with regulatory, who had dealings with the PVA

i ssues, and we've actually been produci ng docunents from
their individual files as part of this production and that
began on March 3rd. And so again, we produced an additi onal
25,000 pages as of March 3rd.

And then March 8th we continued and produced an
addi ti onal 27,000 pages, which included, again, not just FDA
subm ssions, but any nenos, any e-mails, any comrunications
bet ween and anongst people at Medtronic. W went through and
found any draft PMAs, because the plaintiffs had specifically
asked for draft PMAs, so we did a broad search and went
beyond the PVMA subm ssion file and the docunents in the
manner in which it was kept and produced the drafts.

W' ve also as of this week, because the plaintiffs
requested this, produced |abeling. |In other words, we
produced all of the various manuals that go with the specific
devices, and as the Court knows, there are eight specific
devices referenced in the field action notice. W have
produced now manual s, also considered to be in sone part
| abeling related to the devices. W've produced annual
reports of Medtronic. W' ve produced product performance
reports. We've produced the docunent retention policy that
was applicable at the tinme, because that was a specific

request that they asked for. And we've produced all of the

TIMOTHY J. WLLETTE, RDR, CRR
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clinical information that was previously w thheld on the
grounds that it was confidential and listed on our privilege
logs. W' ve gone through and redacted all of those and
produced those as wel|.

I f your Honor would | ook at the page that has --
we've actually attached this as Exhibit Hto ny affidavit.
This is a listing of everything that the first batch
contained within the PVA file. And | know Plaintiffs
conplain that they don't know who the custodi an was, they
don't have an index, they don't know exactly, you know, where
each docunment cane from W made a concerted effort to tel
themthat they were producing the PVA file in the exact
manner in which it was kept on Medtronic's electronic file
system cal | ed Documentum W produced it w th subfol ders,
with titles. Instead of taking all of that out, we said:

"W want you to have it the way we have it" and we gave them
an exact replica.

And so as part of their deposition taking -- and
they're allowed six deponents to depose in this limted phase
of discovery -- if we put up a regulatory person as our
30(b) (6) deposition in sone of the categories | nentioned
that woul d be appropriate, they can certainly ask the
guestions of how that file was created, how it was
mai ntai ned, to that person. To ask that we provide themwth

an index and a witten explanation of how it was kept goes

TIMOTHY J. WLLETTE, RDR, CRR
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beyond what is required of us. They can ask those questions
of the 30(b)(6) wtness on those regulatory PMA issues.

And so the next page shows -- and |'ve touched on
this already, but the types -- not just PMA subm ssions as
Plaintiffs would have the Court believe, but |I've listed the
nine categories of docunents that we believe -- that
Plaintiffs are entitled to that we believe are relevant to
this phase of discovery. A lot of these |I've nentioned
al ready and we're al so including docunents regardi ng
post - approval FDA comruni cations. W've started producing
those. W w Il continue producing those. W have no quarrel
with producing those as listed in category 3 and we've told
themthat. So I think we have actually -- even though the
case law is clear that preenption is a matter of |aw and
preenpti on can be decided w thout any discovery at all, we
have gone beyond the specific categories you ordered and
produced all of these various types of docunents.

The next few pages on the PowerPoint, your Honor,

are just exanples. It's not a conplete chart and I'Il skip
t hrough this quickly, but you'll have these to review nuch
like you'll have the Plaintiffs' chart. Wat |I've done here

is, we've just listed sone of the really objectionable
requests and the plaintiffs' justification. And if you read
through it -- and | haven't read their chart because we just

received it. |If you read through it, for the nost part, the

TIMOTHY J. WLLETTE, RDR, CRR
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responses that canme back in Plaintiffs' notion to conpel and
then again last night in the response to the notion for
protective order is, this information is relevant to whet her
Medtronic conplied with the FDA. This information is

rel evant to determ ne whether the PVMAs were truthful and
conplete. Those are the two big categories of docunents that
the plaintiffs are seeking and believe that we're not

pr oduci ng.

Nunber one, we are producing things that go beyond
just the subm ssions.

Nunber two, the areas of inquiry that they are
getting into are areas that cannot be reasonably cal cul ated
to lead to the discovery of adm ssible evidence, because they
go to clainms that undoubtedly woul d be preenpted under the
Buckman deci sion, which is not just this circuit as
Plaintiffs would suggest. That is the unani nous Suprene
Court decision that makes it clear that any clains that
either are directly fraud on the FDA or may be phrased a
different way but in essence a fraud on the FDA are preenpted
and that there's no getting around the Suprene Court
deci si on.

"1l just point your Honor to the slide that says:
"Plaintiffs Argue [that] Everything Relates To Preenption
[and] What They're Really After Is Merits Di scovery," and it

comes after sone of the exanples. There are seven categories

TIMOTHY J. WLLETTE, RDR, CRR
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and they're found on page 11 of the plaintiffs' notion to
conpel. They list for the Court and for us seven categories
that they believe they're entitled to. And if you | ook at

all of them-- and | think this is what we've done with this
Power Point. If you |look at nunber 1, "Wether Medtronic
conplied with conditions of approval," that is without a
doubt fraud on the FDA and it would be inpliedly preenpted by
t he Suprene Court decision in Buckman.

Nunber 2, "Whether Medtronic nade representations
to FDA during the approval process,"” that's crystal clear in
t he Buckman decision that that is a fraud-on-the-FDA claim
and it's preenpted. Those clains have no business in this
private tort lawsuit. They will be preenpted and those are
inpliedy preenpted.

Nunber 3, "Wether Medtronic conceal ed information
relating to risks associated with the its devices," again,
what they're tal king about is was Medtronic truthful in its
comuni cations with the FDA that led to the original FDA
approval of the devices. That's the sane thing as fraud on
the FDA and there is no private right of action for that.
That ' s preenpt ed.

Nunber 4, "Wether Medtronic failed to take
appropriate action to warn patients and their physicians of
dangers,"” that's specifically preenpted by sonme of the cases

that we cite to, the Cupek decision, the McMillen deci sion,
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and it's nore along the sane of fraud on the FDA

Nunber 5, 6 and 7 are the sane. So all of these
categories -- and I'll |eave them for your Honor to read
further and to ook at in our briefing, but all of these
categories, they're couched in nore words and additi onal
| anguage, but no matter how you cut it, they are either fraud
on the FDA or fraud on the public, neither of which | end
itself to a claimthat the plaintiffs can bring in this
private [ awsuit.

THE COURT: In this circuit and in this particul ar
district, does the St. Jude case argue agai nst your stated
position this norning, at least this last -- go ahead.

M5. COHEN: [I'msorry. | didn't nmean to cut you
of f, your Honor. No, the St. Jude decision is an aberrant
decision and | think we addressed it in our briefing. W
have the -- you know, the plaintiffs cite to St. Jude,
understandably. St. Jude | ooks at the Goodw n deci sion,
which is in the mnority view And | think we' ve discussed
this at prior hearings also, but the case lawis clear and
t he Buckman decision is clear, and our position is that the
St. Jude decision was decided inproperly. And if you | ook at
cases that follow that -- for exanple, there are Texas
District Court cases that related to the exact device with
St. Jude. They canme out a different way. And so we do not

believe that that aberrant mnority decision in St. Jude
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shoul d be binding precedent on this Court in light of the
Suprenme Court decisions and all of the circuits that foll ow
that and the Brooks deci sion, because Brooks is squarely on
point with the defense position in this case.

And the Brooks decision, | know Plaintiffs want to
cite to the Brooks decision for the proposition that they're
entitled to a full evidentiary record and full discovery
before the preenption notion is decided. 1've |ooked -- and
|"msure you' ve read the Brooks decision also and everyone in
this courtroom |'msure, has read it several tinmes. The
Br ooks deci sion does not state that. There is one comment in
the procedural history of the case that says after discovery
was conpleted a notion for summary judgnment on preenption was
filed, and that's what the plaintiffs hang their hat on to
suggest to the Court that they need a full evidentiary
di scovery record before preenption can be decided. And we
have cited in string cites and nultiple citations from al
over the country that preenption can and is deci ded w thout
any discovery. And so in this case, when we cone forward
under your court's ruling and direction that already exists
and produce the abundant evi dence that we've produced, all of
the comuni cations with the FDA, both before approval, after
approval, leading up to when the redesign took place in
Decenber of 2003, we have gone beyond what the plaintiffs

woul d need to respond to any dispositive notions, and we
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think that the Court has been absolutely fair with the
plaintiffs in allowing this [imted discovery despite the
abundance of case law limting -- you know, calling
preenption a | egal notion.

So just nmoving on to ny next point, if | may, your
Honor. Qur position is that the plaintiffs are not entitled
to -- and | have five categories listed here just to try and
summarize it in a way that nmakes sense with all the pages and
all the docunments | know that you have.

Nunber 1, nerits discovery. And | know your Honor
will read the actual requests. Wen you read them you know,
you thi nk about whether any products lawer in this country
could read those and other than the fact that preenption was
stanped on the front page would think that they're anything
other than nerits discovery. So the first point is
Plaintiffs should not be entitled to nmerits discovery right
Now.

If the preenption notion goes the way the
plaintiffs think it will and should go, then that cones in
t he next phase, but to do that now is not only tine
consumng, but it's inefficient and it's contrary to the
order of the Court already.

Nunber 2, the non-Marquis field action device
information. | know we've tal ked about this with your Honor

several times and this is now the subject of the notion
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that's pending and waiting to be heard and this issue runs
through all of this briefing.

THE COURT: Does it nake a particular -- does it
matter that we're tal ki ng about discovery in this notion? |
know that you've got the other notion pendi ng before Judge
Rosenbaum but here we're talking only about discovery. And
on this particular subpoint, does the fact that we're talking
about di scovery and there are broader questions of relevancy
in reference to discovery than at trial even if you were to
prevail on that notion wth Judge Rosenbaum nake a
di fference?

M5. COHEN: Well, | think the problemis -- and
we're working well with the plaintiffs on what we're calling
the non-field action devices. In other words, if there are
Marqui s devices, but they're not wwthin that subset with the
right serial nunber, | think we've been able to work that
out. That's not as big an issue. Also, on occasion we've
seen sone non-Marquis devices slip in and | think for the
nost part we've been able to work those issues out well also.
So those two categories which is part of the notion to strike
and sever | think we're okay on.

The problem though, lies wth the GEM and Mcro
Jewel issues, because we are not producing docunents rel ated
to the GEM and Mcro Jewel. They're not part of our

collection process. W do not have any lawsuit with -- and |
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know | 've already argued this before you and this being saved
for Judge Rosenbaum but we do not have a nanmed plaintiff in
this MDL court who is claimng any injury related to Mcro
Jewel and GEM and so the docunents that we are produci ng and
have collected relate to the Marquis devices, and so that's
the reason that that notion beconmes so inportant on that

i ssue.

Now, | will say that the PMA production, because
the GEM and M cro Jewel are part of the root PMAs, those have
been addressed to that extent with the PMA production, but in
ternms of communi cations and docunents between and anongst
Medt roni ¢ enpl oyees regarding the GEM and M cro Jewel , that
is not part of our production because we've had no reason or
basis for producing themat this point other than the fact
that they're nentioned in your Honor's preservation order. |
don't want to nmake |light of that, but w thout a naned
plaintiff there hasn't been a reason.

Nunber 3, the foreign regulatory information, which
is another broad category that cuts across both notions and
it's discussed in all the briefing. Just to respond to what
M. Breit said earlier about this MARA, which sone woul d cal
the counterpart to the FDA, but it's different. And the
issue that is being raised by the plaintiffs about this
manuf acturi ng defect from 2004 is a wholly different issue

fromthe issue in this lawsuit related to the Marquis

TIMOTHY J. WLLETTE, RDR, CRR
(612) 664-5108



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

25

27

devi ces.

And | don't know in how nuch depth | need to get
into this with your Honor, but suffice it to say that this
2004 MHRA foreign regulatory issue relates to a conpletely
different failure node. It's called a bent anode, which is
part of the device we're talking about, and it's different
fromwhat is called inthis litigation and in the field
action that Medtronic took in 2005 the nesh anode failure
issue. They're separate issues. And so plaintiffs want to
junbl e them together, mx them up and suggest that because
there was an issue in 2004 regardi ng a manufacturing issue
that the MHRA took a notice on, that again is not related to
the devices and the field action and the issues before this
Court in this multi-district litigation. Separate issues.
It's as if, you know, the plaintiffs would pick a field
action fromten years ago and say, well, we need to | ook at

that information too. There's a year's difference, but

still, it's that disconnect ed.

Nunber 4, medi cal device reports, | probably don't
need to bel abor the point on this. | think you' ve seen our
position as stated in a letter. | think | argued it |ast

time and it's in the briefs. Again, these are not adm ssible
inacivil action. W've cited the federal regulatory
| anguage on this.

And then nunber 5, to the extent any of the
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plaintiffs' requests and also the deposition notice call for
attorney-client and work-product privileged informtion, I
mean, we stand on our objections to those. | will tell the
Court and I will tell the plaintiffs this, that we have not

W t hhel d any docunents from any of our three productions thus
far as outlined on this chart on the grounds of
attorney-client and work product to date. Wen and if we do
that, we're obliged to and we'll be happy to do the
continuing privilege log. So we haven't held anything out,
but we didn't want to waive those objections, which is why we
i ncl uded those in there.

"Preenption Is Purely A Matter O Law." |'ve
al ready touched on this and | probably don't need to dwell on
this nuch nore because you have the briefing, but the
plaintiffs have not cited a single case to show that
preenption is not a matter of law. They cite to that
| anguage in Brooks which |I've already explained. It's just
part of the procedural history.

Much of our briefing -- and | just have a few nore
comments on the notion to conpel and then I'Il nove to the
notion for protective order briefly. Mich of our briefing
relates to this issue of nonconpliance.

And | think I've nentioned this already, but the
way the federal regulations stand and apply as applied to

medi cal device manufacturers and applied to the FDA, the
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Secretary of Health and Human Servi ces has the exclusive
authority to revoke or invalidate a PMA. Plaintiffs cite to
t he | anguage in one of the conditions of approval letters,
and while that | anguage nmay be contained therein, there is no
automatic revocation. You know, in order for a PVMA to be
invalidated or for it to be revoked or the approval to be
revoked, there would have to be a process that's specified in
the federal regulations. Due notice would be accorded to the
manuf acturer. They'd have an opportunity to be heard. And
what is being tal ked about there as a basis for that is where
there is a significant deviation from design, manufacturing,

| abeling as part of the PVA, and there's sone exanpl es that
are given in cases.

Plaintiffs in the notion they filed last night say
in all of your 125,000 pages you produced, you haven't
produced one docunent show ng significant nonconpliance or
significant deviation, and ny response to that is of course
we haven't, because there is no such docunentary evi dence,
there is no significant nonconpliance or deviation, and if
there was such, then that action would lie with the FDA, not
with the plaintiffs in this case.

Now, | have a slide here that says: "Wat The FDA
Can Do ... But Dd Not [Do] As To Medtronic." The FDA has an
arsenal of enforcenent actions and things that they can do.

They did none of those with respect to Medtronic. The FDA
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and the Secretary, there was no attenpt to invalidate or
revoke the PVA approval. The PVA approval stood as it was.
And the cases that tal k about nonconpliance and evi dence of
that tal k about, again, significant deviations, and that is
the type of information that the plaintiffs would already
have in the production that we've given them in all of the
PVA file, because the PVA file goes from 1998 up through 2003
and plus all of the additional information that we've given
them So the approval of the original eight devices -- and
one of themwas an IDE, or investigational device approval,
so it was sonewhat different, but the approval of those
devices was at no tinme invalidated and all of the

comuni cations contained in the PVA file were post-approval
so they have that informtion.

There are sone cases that the plaintiffs cite. One
is Davenport and the other is Kozen, if |I'mrenmenbering the
name correctly -- Kozma -- are the two cases. Wat those
cases -- the plaintiffs cite to those, we cite to those.

What those cases nmake clear is that on the issue of
nonconpl i ance, if the defendant cones forward with
traceability records, in other words, individual

manuf acturing records, that is the type of substanti al

evi dence that can be produced to counter any suggestion of a
manuf acturi ng defect of the type Plaintiffs nmentioned woul d

not be preenpted.
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And that's why even though we don't believe that
the individual traceability, manufacturer records -- and we
attached one exanple for your Honor fromthe Dudek case that
| think had been pending before you previously. W gave that
as an exanple. W have agreed to produce, as | said on one
of ny slides, all of the individual manufacturing device
hi story records, traceability records, because these cases
say that that's the type of evidence that can be produced to
counter the suggestion that there's a nmanufacturing defect,
so we're wlling to produce that for all of the naned
plaintiffs and we've told the plaintiffs that.

| just have a couple of quotes, first one from
Buckman, that says: "The FDCA | eaves no doubt that it is the
Federal Governnent rather than private litigants who are
authorized to file suit for nonconpliance with the nedical
device provisions," and that's exactly the point that we've
tried to make in our briefing and I've tried to nmake here
today and in the chart. No matter how they couch their
requests, those seven categories that the plaintiffs laid out
on page 11 of the notion to conpel fall squarely w thin that,
and so that evidence cannot be relevant to the inquiry of
preenption that is before the Court in this |[imted phase of
di scovery.

The Cupek case fromthe Sixth Grcuit, a recent

deci sion of 2005, states: "Any claimunder state |aw that
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the Defendant failed to warn patients beyond warni ngs
required by the FDA, or that the Defendant failed to recall a
product without first going through PVA Suppl enent process
woul d constitute state requirenents different fromor in
addition to the requirenents of the ... PMA approval

process," and that's -- again, those seven categories, at

| east the bottom half of them fall squarely w thin Buckman
and Cupek, and that's why | give those particularly hel pful
guotes on that.

"Il skip the next slide and just go to the | ast
slide. Qur position on the notion to conpel and di scovery
requests, your Honor, is that the only critical evidence
regardi ng the preenption defense is not as Plaintiffs would
suggest what we want themto have. |[|'ve heard that and seen
that in briefing. Qur position has always been the approval
letter is sufficient and under the case law is sufficient,
because this is purely a matter of |aw that can be deci ded on
the four corners of the pleadings. |'ve nade that argunent
before. But given the Court's ruling, given that this is now
in the nmulti-district litigation, wthout waiving our
position on that, you know, we agree that we will produce and
that the plaintiffs are entitled to have certain evidence
related to preenption. And the categories that we think are
appropriate given the case |aw and your Honor's ruling would

be:
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Nunber one, information supplied to the FDA. W' ve
ei ther produced that or we're in the process of producing
that. As we conb the custodial records, anything we find
that relates to this we're in agreenent we will produce,
whether it's electronic or hard docunents.

The second, approval and conditions set by the FDA
during the PVMA process. W have produced that and wil |l
continue to produce that as part of the PMAs, the
suppl enents, the FDA responses. You know, we've produced in
our PMA production nenos about the PMA process, nmenos about
what the FDA wants. E-mmils are part of that. So they have
what they're requesting, but they're | ooking for nore.
They're |l ooking for nerits.

And then as | say in the last point: "Though not
critical to preenption,” which is our position, in order to
do away with the suggestion of an individual manufacturing
defect of the type M. Breit nentioned, we're willing to
produce and wi |l produce individual manufacturing/
traceability records. So that's our position on that.

| don't want to take up too nmuch nore of your
Honor's tine, but I do want to just nention --

THE COURT: | want to give M. Breit a chance to
respond, because | know that we're kind of lunping all these
notions together and it's ny intention hopefully to hold this

to an hour. As you know, | have sone other matters, but |
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think that your comments have been nore or less directed to
both nmotions and | think that's very appropriate in the
Court's view,

M5. COHEN:  Should | hold ny comments --

THE COURT: No. | didn't nean to cut you off.

M5. COHEN: [|'Ill be brief on this, your Honor.

THE COURT: Sure.

M5. COHEN: Just on the notion for protective order
-- and this is where -- | guess going back to ny origina
point, which was if that's what they wanted, why didn't they
state it that way, which is how !l viewed sone of the witings
t hat cane in.

And | ooking at the opposition notion that cane in
last night fromPlaintiffs, | just direct the Court's
attention to -- for exanple, on page 5 Plaintiffs say they
seek to depose Medtronic's decisionmaking representatives on
Medtroni c' s mai ntenance of, search of, production of
docunments responsive to Plaintiffs' discovery requests. W
don't have any objection to that when it's stated that way.
They can depose whoever the regulatory person is. Because
all of these docunents relate to that process, that person
woul d be nore than happy to speak to those issues and we'd be
nmore than happy to put a person up on that.

Medtronic's policies and procedures regardi ng

regul atory reporting, subm ssions nmade to the FDA. Again, if
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they had phrased it that way, we don't have any problemwth
t hat .

On page 9: "It is clear that Plaintiffs nust be
allowed to inquire about the docunents Plaintiffs have
received, the order they have been assenbled in and what they
represent."” Again, if they depose a regul atory person under
the 30(b)(6) deposition notice, they will get at all that and
our position is we don't believe we should have to produce
sonebody in addition to that to speak to those issues,
because there may not be anybody who actually can speak to
those issues any better than the regul atory person we woul d
put up.

And so if you look at the plaintiffs' opposition to
the notion for protective order, you know, what caught ny eye
was that when they describe what they're really after, it's
far different fromthe 32 categories listed in the 30(b)(6)
deposition noti ce.

And so we just ask the Court, as M. Breit said,
for guidance on that and to have clear direction in the areas
t hat shoul d be covered.

THE COURT: kay. Thank you.

MR. BREIT: Thank you, your Honor.

| suppose you can tell from Ms. Cohen's argunent
that we are really at opposite ends and that is in fact why |

think we need the Court's gui dance.
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One concern | have in the defendants' approach to
this which I think we should be mndful of is that if we get
bef ore Judge Rosenbaum on the ultinmate preenption question,
don't think the judge is going to want to have an inconplete
record. And so | think that just basically in terns of
di scovery -- we're not tal king about the preenption argunent,
which | think the defendant really wants to nake right here
as a matter of law. Wen we get to discovery, | think that
Judge Rosenbaumis going to want to have a conplete record
and | believe the plaintiffs are entitled to it.

Agai n, going back to the di sconnect between how we
view the | aw and how the defendant views the law, if the
Court will bear with ne, | just want to read from Brooks to
clarify the record. Wat Brooks said is:

"Moreover," referring to the plaintiff Brooks,
"Brooks has presented no evidence of how Medica viol ated
federal reqgulations, or refused to add warnings drafted by
t he FDA, changed FDA-approved |abels, failed to neet regul ar
reporting requirenents, failed to report a known hazard to
the FDA, or failed to conply with federal law in any other
respect."”

What the Brooks court is saying is, | have no
record before ne of that, and were there a record, then we
may have reached a different concl usion.

The Brooks court -- the determ nation in Brooks was
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based purely on what was not correctly pled. That's how t hey
got to where they got to. Inplicit in what they're saying is
that the plaintiff -- had the plaintiff brought forward
evidence of FDA failure to report properly, then there would
be no preenption. And in fact, notw thstanding the fact that
t he defendant would want this Court to believe that Judge
Tunheimis off the reservation in St. Jude, if | may, 1'd
like to read a little of that analysis wth respect to
Buckman.

"Def endant argues that plaintiffs' clains are
nonet hel ess preenpted, because to prove that the FDA was
unaware of a given risk, plaintiffs will essentially have to
prove fraud on the FDA -- the inquiry rejected in Buckman.
Def endant apparently woul d have the Court read Buckman so as
to preenpt any and all clains in which any inquiry into the
FDA regul atory process is necessary.

"It is difficult to accept such an expansive
readi ng of Buckman, and such a reading would be difficult, if
not inpossible, to reconcile with the decision announced in
Lohr. In addition" -- and this is where Judge Tunheimcites
specifically to Brooks -- "the Brooks court had the benefit
of the Buckman opinion, and nonet hel ess reasoned that the
result mght be different had plaintiff shown that the FDA
was unaware of certain information."”

That's precisely what we're arguing here. The
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court went on to say that:

"Simlarly, Brooks does not dictate a result in
defendant's favor. Unlike the plaintiff in Brooks, the
plaintiffs here have all eged, and have supported with
speci fic evidence, that the FDA was not aware of the risk
that the Silzone valve presented. 1In short, plaintiffs have
rai sed disputed issues of material fact such that their
i nadequat e warning and | abeling clains survive summary
j udgnment on the ground of preenption.”

Again, inplicit in what the court is saying,
Plaintiffs have to have an opportunity to at |east discover
whet her that evidence exists and that's precisely where we
are with our discovery requests.

Briefly to get to the point about whether this is
nmerits and whether this is preenption discovery, your Honor,
there's necessarily going to be sone overlap. WM. Cohen
points to an interrogatory in a case in Florida, in Vantosh.
At that tinme, just to give a little factual background, there
was al ready a summary judgnent notion pending. W had
submtted affidavits in opposition to that. It really is
di si ngenuous to say that there was full-blown nerits
di scovery there. Really, those interrogatories were targeted
to preenption.

| find it interesting that the defendant in its

presentation has basically said to the Court this is what the
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law on preenption is, this is what it should be, and so
plaintiffs are not entitled to these follow ng categories
because they're nerits discovery. The defendant woul d have
the Court -- even though Judge Rosenbaum has declined to rule
on the notion to strike as to the Jewel and the GEM - -

THE COURT: At least at this tine.

MR. BREIT: At this tinme, but the defendant has
said, well, we're still not going to give you that stuff. W
don't believe that's a correct reading of where Judge
Rosenbaum wants this to be.

THE COURT: | don't think he's declined to rule. |
think he's just said that he's going to hear the notions at a
later tine, which is alittle different.

MR. BREIT: It is, and perhaps that was a
m scharacteri zation. Nevertheless, as of now, those cases
are still in this litigation, and in fact, we know of at
| east six GEM and Mcro Jewel cases that have been filed
directly in this district, so there are plaintiffs with those
clainms and so we believe we're entitled to them

Foreign regulatory information. As | pointed out,
the Guidant court -- and | won't read directly fromit, but
Judge Frank has ruled that those docunents nust be produced
and they are entirely rel evant.

And as to the MHRA, the different manufacturing

defect, that begs the question that goes to the heart of what

TIMOTHY J. WLLETTE, RDR, CRR
(612) 664-5108



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

25

40

we're looking for. Wat did they say, manufacturing defect,
design defect? Wat did they report to the MHRA? And |
think that's why Judge Frank got to where he got to with that
ruling. What they may have said there is entirely rel evant,
particularly if they didn't say it here. There are reporting
requirenments, FDA reporting requirenents in this country that
if they were violated would invalidate this preenption
argunent. W would like to know, if they nmade presentations
to the foreign regulatory agencies that they did not nake
here, whether or not there is a violation. That's why we're
entitled to them

Medi cal device reports, essentially the sane
argunent. W're entitled to the nedical device reports, the
CFR says w're entitled to them and we have set that
forth entirely in our briefs.

As to this question of nonconpliance, the
defendants in fact concede in their brief at page 18 that in
some i nstances nonconpliance can support nonpreenptions of
state-law clains, and if they concede that point, then |
cannot for the life of ne determ ne why we would not be able
to at |east determ ne what they have that woul d show
nonconpl i ance. They would have us in a box where everything
that they did that they say is conpliant is all we can see.
W then therefore, a fortiori, cannot prove nonconpli ance.

And finally as to the manufacturing clains. Again,
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they' ve said we'll give you the traceability docunents as to
individual plaintiffs. Wat we believe we're entitled to is
traceability docunents where devices failed and were
returned. That is absolutely direct evidence of

manuf acturing i ssues that are not preenpted and so we believe
we'd be entitled to those as well.

Unl ess the Court has questions, | have nothing
further.

THE COURT: No, | don't. I'mgoing to take this
matter under advisenent and | thank both sides. Of the
record for just a nonent.

(Schedul i ng di scussion off the record)

(Proceedi ngs concluded at 9:00 a. m)

*x * * * %
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