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United States, as am cus curiae, supporting
Petitioner.

DAVI D C. FREDERI CK, ESQ., Washington, D.C.; on behalf of
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PROCEEDI NGS
(11: 14 a.m)

CHI EF JUSTI CE ROBERTS: We will hear
argunent next in Case 12-142, Mitual Pharnmaceuti cal
Conpany v. Bartlett.

M. Lefkowtz.

ORAL ARGUMENT OF JAY P. LEFKOW TZ
ON BEHALF OF THE PETI TI ONER

MR. LEFKOW TZ: M. Chief Justice, and may
it please the Court:

This is a classic case of inpossibility
preenption. Federal |aw required generic sulindac to
have the sanme ingredients, the same warning and the sane
safety profile as the branded versioﬁ. But a New
Hampshire jury inposed liability because sulindac didn't
have a different safety profile, neaning a different
I ngredi ent or a different warning.

And as Mensing recogni zed, that's an
I npossibility conflict. And there is no principle basis
for treating design defect clainms any differently from
failure to warn clains

JUSTI CE KAGAN: M. Lefkowtz, could I
under st and sonet hi ng just about the scope of your
argunment? It -- it seens to ne that in this case we are

not really dealing only with generics, we are al so
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deal i ng wi th brand-named drugs.

And | guess the -- the thought there would
be, in -- with -- with -- in this respect, as to design,
as conpared to warnings, but as to design, they're
really all in the sane boat. In other words -- you
know, they have a design, that it is only that design
that's approved. |f they change their design there's no
authority to continue marketing it. They have to go
back to square one. And that's just as true of brand
names as it is of generics.

So am | right about that? That -- that if
we're just looking at a pure design defect claim
putting the warning card aside, where you are in a
di fferent position fromthe brand-naﬁe drugs, but as to
design, don't the brand-nanme and the generics go hand in
hand?

MR, LEFKOW TZ: Justice Kagan, it's -- it's
certainly the position that the governnent takes in its
brief. I|I'msure Plaintiff's |awers would find
arguments to differ. But the inportant thing is that
it's really a distinction without a difference in real
|ife because in light of this Court's decision in the
Wet h case, what happens across the board is that design
defect clains are brought either as they are in nearly

every State where there is a warning conponent, or --
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JUSTI CE KAGAN: | want you to put that aside
for me for just a second, and | understand that's a very
significant thing in your argunent to put aside. But
let's just assune that there was a design defect claim
that didn't have to do with warnings, where you are in a
different position. Let's just assune on a pure design
defect claim am|1 right that generics and brand-name
manuf acturers are in the sanme position with respect to
t hose cl ai ns?

MR. LEFKOW TZ: If you are hypothecating --
hypot hesi zi ng a pure design defect regine, we're not --

JUSTI CE KAGAN: Just about how you nmake the
drug?

MR. LEFKOW TZ: COrrect.\ That is certainly
t he argunent the governnment makes. |'m not sure whet her
or not the Court would find any type of distinction as
the Court did in Weth, but that is certainly an
appropriate interpretation of what the governnent is
saying. But --

JUSTI CE KAGAN: Not what the governnent, |
mean, | nyself, | just can't figure out what distinction
t here woul d be.

MR. LEFKOW TZ: Your Honor --

JUSTI CE KAGAN: So |' m asking you.

MR. LEFKOW TZ: As a legal matter, |'m not

5
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sure reading the FDCA there is a matter. M point is
sinply that in the real world, the cases are going to be
brought as failure to warn clainms or as design defect
clainms with warnings conponent.

JUSTI CE KAGAN: But, you -- but again, and |
know that this is a big part of your argunment, but to
the extent that a warning was not involved in the claim
and it was just about the design of a drug, | guess |I'm
asking you, is there any possible way to distinguish
bet ween generi cs and brand-nane manufacturers?

MR. LEFKOW TZ: |'m not sure, Your Honor,
that there is a way to distinguish. |If you were dealing
in areginme in a State statute or a State tort reginme
where the only issue was design, unI{ke i n the New
Hampshi re design defect, where as we know from PA 18
where the First Circuit nade clear that it, in fact, was
the | ack of an adequate warning that in fact made the
drug nore dangerous under the design defect case, the
Suprene Court's case Vautour, which is the | eading New
Hanpshire case. And in fact the jury instruction in
this case was a binary choice. It specifically said, if
you find that the drug is unreasonably dangerous, then
you have to take a | ook at was the warning sufficient or
not .

We have a case here that is directly

6
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controll ed by Mensing because the warning was critical
to the design defect case. W also have a case here
that even if it were just purely a design defect case,
at least with respect to a generic drug conpany, the
Federal saneness mandate, the same Federal saneness
mandat e that applied in Mensing to warnings, applies in
desi gn defect cases. And therefore it is a classic
i mpossibility case, just as the Court found in Mensing.
JUSTI CE SOTOVAYOR: So tell me, is -- is it
now your position, and it seens to be, that any tine the
FDA approves a product that there can never be a tort
liability claimbecause the FDA's approval is now the
ceiling of what you can do?
MR. LEFKOW TZ: Absolutefy not ,
Justice Sotomayor.
JUSTI CE SOTOVAYOR: They approve
nonprescription drugs. They approve a | ot of things.
MR. LEFKOW TZ: Absolutely. And
Justice Sotomayor, as this Court nade clear in
Mensing -- in Weth and as Justice Thonas made clear in
his concurring opinion in that case, just because a drug
I's granted an approval by the FDA does not nean that
it's entitled to have the sane | abel for all time. The
di stinction, though, that the Court articul ated was that

in Weth a brand conpany has the authority, and indeed

7
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

as this Court found, the obligation to update its
war ni ngs. A generic --

JUSTI CE SOTOVAYOR: But that's not true with
respect to the active ingredients. An active ingredient
requi res a new FDA approval process.

MR. LEFKOW TZ: But -- but we were talking

I n that case about the warning.

JUSTI CE SOTOVAYOR: But -- but we canme back
to the sanme point, which is -- and we are sort of
danci ng around the argunment -- which is what happens

with a truly dangerous drug, and we can posit one, that
has nothing to do with a warning of whether it's
adequate or not, but a drug that on its face no
reasonabl e practitioner -- I'n1going\to t he restatenent
third fornulation -- no reasonable practitioner, know ng
all the benefits and risks, would ever prescribe this
drug.

Because your adversary basically took that
position at trial.

MR. LEFKOW TZ: Well --

JUSTI CE SOTOVAYOR: It doesn't matter --
t here were other, safer, one-nol ecule drugs, no one
shoul d have prescribed this, no matter what the | abel.

MR, LEFKOW TZ: Actually, Justice Sotomayor,

that is not the position ny adversary took at trial. M

8
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adversary specifically put on a case about the warnings
and said, the fact that SJS/ TEN was warned about in the
adverse reaction section and cross-referenced within the
war ni ng section was not sufficient. |[If it had been in
the warning section |like the FDA later said it should
be, that woul d have nmade the difference.

JUSTI CE SOTOVAYOR: We can argue. But let's
go to the point | raised, which is, | think what you are
arguing nowis that no truly bad drug, that shouldn't be
on the market, would there ever be a tort claimthat
anybody could bring --

MR. LEFKOW TZ: Absolutely not --

JUSTI CE SOTOVAYOR: -- because the FDA
approved it. \

MR. LEFKOW TZ: Absolutely not. That's not
our argunent at all. Qur argunent, first of all, is a
very narrow argunent --

JUSTI CE SOTOVAYOR: So what tort claimcould
t hey bring?

MR. LEFKOW TZ: Well, they could bring --

JUSTI CE SOTOVAYOR: Both, again, the brand
coul d manufacture and the generic.

MR. LEFKOW TZ: Right now if the

Plaintiff -- the Respondent here had taken the
brand-name drug Clinoril instead of the generic
9
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sulindac, in the New Hanpshire law, as it exists and as
It existed at the time of the |lawsuit, she would have

had both a design defect claimand a failure to warn

claim

JUSTI CE SOTOVAYOR: How? The FDA approved
t he desi gn.

MR. LEFKOW TZ: Because the design defect
claim --

JUSTI CE SOTOVAYOR: And they couldn't change
it wthout FDA approval.

MR. LEFKOW TZ: But they coul d change the
war ni ng, and that's the essential conponent, as the
First Circuit made clear. At PA 18 what the First
Circuit said was the | abel was reIevént to the design
defect claim The lack of a clearer warning made the
product itself nore dangerous under the risk/benefit
tests prescribed by Bextra. That's the design defect
st andard.

So had the Respondent taken the brand-nane
drug, she would have had a cause of action, even under
the articulation of the saneness standard under
Hat ch- Waxman that we are articul ati ng here.

CHI EF JUSTI CE ROBERTS: One of our cases --

JUSTI CE Gl NSBURG: And she didn't take --

she didn't take the -- the brand-nane drug because the

10
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phar maci st gave her the generic, but she didn't know
brand, generic, isn't that correct?

MR. LEFKOW TZ: That's correct,

Justice G nsburg, and that's exactly the sanme issue that
we had in the Mensing case a couple years ago.

Obvi ously we understand that not all consumers get to
sel ect on their own; their doctors select or maybe their
State Medicaid | aws make this choice, or the pharmacy,
but the standards -- again, conflict preenption cones
when the State is inmposing a requirement or an
obligation or enforcing a standard that you sinply can't
conply with under Federal |aw w thout violating Federal

| aw.

JUSTI CE ALITO  Suppose fhat New Hanpshire
had a real strict liability regime, so that you -- you
sell a drug, and whether it's unreasonably dangerous or
not it causes an injury, you pay, to spread the costs.
Wul d there be a problemw th that?

MR. LEFKOW TZ: Justice Alito, | think if we
had what would really be an absolute liability scheme, |
think is really what you are suggesting, sonething
simlar to the kind of vaccine conpensation programthat
we heard about this norning, that would not raise
I npossibility preenption problens at all. It mght or

m ght not raise obstacle issues; it would depend perhaps

11
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on the scope of the program whether it was singling out
certain types of drugs, how expensive it was; but that
woul d be a very different situation.

JUSTI CE SOTOVAYOR: Isn't there a First
Circuit --

JUSTICE ALITO. M. Frederick argues that
that -- that's the thrust of the -- of the New Hanpshire
law. Why is he wong on that?

MR. LEFKOW TZ: Well, he's wong because --
Price v. Dick -- the New Hanpshire Supreme Court case,
says very clearly, "W do not have an absolute liability
system We do not make manufacturers insurers of their
product.” And in fact, M. Frederick on page 21 of his
brief articulates the standards for fiability in this
very case where he said, it has to be found unreasonably
danger ous.

And we know from Judge Boudin's statenent
that | just read that that -- that condition of
unr easonabl e dangerousness is premsed in |arge part on
the question of the warning. And it makes sense because
drugs are unavoi dably dangerous. |If you have --

JUSTICE ALITO. Can | just ask this one nore
fol |l ow up?

MR. LEFKOW TZ: Sure.

JUDGE ALITO. Why -- why would -- why is a

12
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generic manufacturer in a worse position under the
absolute liability scheme than it would be under the New
Hampshire schenme?

MR. LEFKOW TZ: Well --

JUDGE ALI TO. Because under the absolute
scheme they m ght say, if that's the cost, we are not

going to sell this drug at all? |Is that the reason?

MR. LEFKOW TZ: No, it's -- it's not a
question of -- of policy choices, it's a question of
operation of law. The issue here -- States are free to

do lots of different things. They only are not free to
do things when they conflict directly with Federal
obligations. Basically, the Supremacy Cl ause sets up a
rule of priority. \

And you have that rule of priority conme into
pl ay when you have a State requirenent and you have a
Federal requirement. Here the vaccine program does not
hi nge on a question of whether or not the generic
conpany viol ated a safety standard, whether the State is
sayi ng, your drug is too dangerous either because of the
war ni ng or because of the design.

It is sinply saying, we are going to charge
manuf acturers $1 dollar per prescription or --

JUSTICE GINSBURG M. -- M. Lefkowtz,

t hen what you are saying is that the FDA's approval is

13
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not only what everyone agrees it is, a floor to enable
you to market, but it is also a ceiling. That is you
neet the FDA objective -- FDA approval and that gives
you a right to market, not sinply an access to the

mar ket, but it -- it operates as a ceiling?

MR. LEFKOW TZ: W th respect to the
question, Justice G nsburg, as the Mensing Court nade
clear, when this very issue cane up with respect to
war ni ngs which are conmanded as a saneness requirenent
by Federal law in exactly the same way as the nol ecul e,

t he design, the Federal regime does operate as a floor
and as a ceiling.

And when Federal |aw authorizes you to
mar ket a drug in interstate connErce\by granting you the
ANDA, that conmes with it enornmous protections. |In fact,
Congress has established --

JUSTICE GINSBURG. Is there something in
the -- in the Act that says that the States have no role
wth respect to the safety and efficacy of the drug --
the drug, it's only the FDA approval, that's it?

MR. LEFKOW TZ: There is no express
preenption clause here. However, as we know from
Mensi ng where the Court articulated it in footnote 5 and
as we know from Cei er where the Court went and said

ordinary conflict principles apply. In fact, even when

14
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we have an express preenption clause and we have a
savi ngs clause, that they don't apply, we have to use
ordi nary operation of conflict --

JUSTI CE KAGAN: But, M. Lefkowtz, | think
i n describing the FDCA just now, you used the word
"aut horizes," and typically, when we think about
I npossibility, it's not enough that a State | aw
penal i zes what Federal |aw authorizes.

What we -- sonething is inpossible when a
State | aw penal i zes what Federal |aw requires or
maybe -- or, where State | aw penalizes what Federal |aw
gives you a right to do. But it's not enough for
i mpossibility that State | aw penalizes what Federal |aw
permts. \

And it seens as though what we have in the
FDCA is a statute that authorizes, that says, you can
sell this. But it doesn't say you nust sell it, and it
doesn't give you a right to sell it.

MR. LEFKOW TZ: Your Honor, Justice Kagan,
I"d like to give you two answers to that. The first as
to the inpossibility, for over 50 -- 50 years exactly
now, this Court has been articulating as the
par adi gmati c exanpl e of inpossibility preenption.

The exanple from Florida Linme and Avocado

G owers where the Federal governnent said you can't sel

15
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an avocado with less than 7 percent and you can't
sell -- and the State said you can't sell the avocado
with nmore than 8 percent oil. Now, clearly, there is no
Federal obligation to sell avocados.

| would submt that Congress is not agnostic
about the sale drugs, but the key is that the
qui ntessenti al exanple of inpossibility has nothing to
do with a Federal right at all. It is sinply
conflicting standards.

JUSTI CE KAGAN: Well, that is your best
case, but -- you know, there are quite a nunmber of cases
where we've really held when a Federal |aw permts
sonet hing, typically, a State can do nore if it wants
to.

MR. LEFKOW TZ: Justice Kagan, the very sane
i ssue canme out in Mensing as well. After all, PLIVA was
not obligated in any way to sell netoclopramde in
Mensing. But, of course, this Court found that that was
a case of inpossibility conflict. And noreover,
Congress has -- as | said, is not agnostic here.

Congress had established a regime where in
order to take a drug off the market, Congress had said
the FDA has to provide the conpany with all sorts of due
process protection, direct appeal to the Federal court,

and in fact, Congress, in 1997, specified that any

16
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people at the FDA involved in the drug approval process
at all, w thdrawi ng drugs or approving drugs, has to
have special technical, scientific expertise, very
different fromwhat we have in lay jurors.

But sinply stated, Your Honor, froma
i mpossibility perspective, this is not only the Florida
Li mne exanple, this is the Mensing case as well.

Now -- you know, the -- the Respondent
doesn't really take issue with either the saneness
requi rement of design or the sanmeness requirenment of
war ni ng. The Respondent recognizes that our hands are
tied.

The Respondent also doesn't really try to do
much with sal vagi ng the First Circuif's dodge on
supremacy by saying we could stay out of the market.
| nst ead, what the Respondent does is he tries to carve
out a distinction between strict liability and
negl i gence cl ai ns.

And all I will say before reserving ny tine
is there's sinply no basis in the law. This Court nade
clear in Riegel and in Cipollone and in several other
cases that with respect to preenption, the sane rul es
apply, strict liability or negligence inposed
requi rements by this case.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

17
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M. Yang?

ORAL ARGUMENT OF ANTHONY A. YANG,
FOR UNI TED STATES, AS AM CUS CURI AE,
SUPPORTI NG THE PETI TI ONER

MR. YANG M. Chief Justice, and may it
pl ease the Court:

New Hanpshire | aw applies a hybrid
desi gn-defect standard that inposes liability for harm
caused by a product if the product, in light of the
manuf acturer's warnings, is unreasonably dangerous.

Now, that standard falls within the
traditional way that this Court has | ooked at
i npossibility preenmption in Mensing. |It's also inplicit
I n Levine because the anal ysis of thé courts -- the
analysis in Levine reflects an inplicit judgnent that
t he manufacturer could sinply stop selling the product.
You know, if that were enough to avoid a Federal
i npossibility preenption, there'd be no reason to do
t he analysis --

CHI EF JUSTI CE ROBERTS: Well, but it's a
little different. Qur cases are focused on the concern
that the State is going to inpose on the manufacturer a
different duty than the Federal governnent.

That's not what's going on in a strict
liability regime. They're saying, we're not saying you

18
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shoul d have a different structure, we're not saying
anyt hi ng about warning, we're saying if you do this,
you're going to have to pay for the damage. It's not --
it's not a different duty. And | think that's what's
underlying the argunment that, well, you can just stop
selling because you don't have to adjust how you're
going to nake the drug. You understand that it's going
to be the sane as the Federal drug, but our systemis,
you pay for the damage.

MR. YANG There are two, | think, argunents
enbedded within that. There is a question of whether
State tort |aw, whether by negligence or strict
liability, inmposes a duty that mght conflict with the
Federal obligation. And the second érgunent, I think,
which is distinct, is that if you could sinply stop
selling, that would be a way of -- of cancelling
I npossibility preenption if there were in fact a
conflict between the two standards.

JUSTI CE KENNEDY: How woul d you define the
duty that New Hanpshire inposed here according to the
First Circuit and according to the Respondent?

MR. YANG The duty is that one cannot
mar ket an unreasonably dangerous drug in light of the
warnings -- that's unreasonably dangerous in |light of

the warnings. And what that neans is that a

19
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manuf acturer will have to pay noney in the liability
suit if he doesn't neet that standard.

And as this Court recognized in Riegel and

in earlier -- in Cipollone, that this type of tort
obl i gati on, when you contingent -- mke an obligation to
pay tort liability based on neeting a standard under

State law, that is a duty that could conflict with a
Federal duty. And the Federal duty here --

CHI EF JUSTI CE ROBERTS: But is that neeting
a standard under State |aw that your friend s argunent
says, that's not what we're tal king about here. The
standard is the sanme. It's just a question under strict
liability that if you follow the same Federal standard
and market this in our State, you're\going to pay the
conpensation for the reason of -- you know, spreading
t he costs.

We don't want you to do sonething different.
We just want to say that you want to do the same thing
as the Federal governnent, and then you're going to have
to pay. |It's different than the -- at least that's how
| understand their argunment, which is that it's
di fferent where the situation says, yes, you can nmarket
it and avoid paynent, but only if you do it our way.
That's a different duty for the manufacturer.

MR. YANG Well, with respect to the

20
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question of stop selling, which I think is what your
question goes to, that you can always escape liability
if you sinply stop selling and don't have the market.
It's not clear to ne, first, that Respondent is, in
fact, adopting the governnent's position because in our
view, the obligation to change the | abeling to nmake it
safer and therefore escape liability under design-defect
| aw in New Hanpshire falls within the Court's decision

i n PLIVA v. Mensing.

The only distinguishing factor we think that
is material here would be whether the ability to stop
selling neans that there's really not a conflicting
obligation. And as that would have been true in
Mensing, it would have been true alsé in Levine, and
woul d not have necessitated any inpossibility analysis.

And | think this, as ny brother was just
expl ai ning, traces back to Florida Linme and Avocado
Growers. The court franmed the inpossibility preenption
inquiry there -- and | think this is inportant -- at the
top of page 143. It says, the question is whether
conpliance with Federal and State regulation is a
physi cal inpossibility for one engaged in interstate
comerce. That was the -- the fornulation.

So the idea is if you are an avocado grower

in Florida and the Federal governnent said you have to
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pi ck your avocados before they're at 7 percent oil and
then California says, you can't sell in our State unless
it's 8 percent oil, it's inpossible to be a person
engaged in interstate commerce there unless you violate
one of those obligations. And when you have to violate
one of those obligations, it's the State |aw that --
that falls. And | think, Justice Kagan, you were

expl aining --

JUSTI CE KAGAN: | nean, that suggests that
there is an obligation of the Federal government. |If
there is one, yes, there's a conflict and yes, there's
an inpossibility defense. But if there's no obligation,
if all there is, is perm ssion fromthe Federal
governnent, where do you get the inpéssibility fronP

MR. YANG Let nme draw a distinction if --
that | think m ght help.

When the Federal governnment were to say --
let's go -- stay with avocados -- that avocados nust
have at |east 7 percent oil. And the State says, you
know what, we think it actually needs 8 percent oil.
It's not inpossible to conply there. But what we have
here is a conprehensive regulatory schene, where an
expert agency with the relevant information makes an
expert judgnent based on sound -- sound scientific

evidence that this drug is, in fact, safe and effective
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and --

JUSTI CE KAGAN:  Well, | take that point,
M. Yang. | take that point, M. Yang, but | think then
you're -- you're saying sonething quite deep about the

FDCA, which is that the FDCA should not be thought of as
merely authorizing drug sal es.

You' re saying essentially that when the --
when the FDA does what it does, it's saying not just --
you know, you can do this if you want to, but you can do

this and we really think this drug ought to be market ed.

So that when States take action against that -- you
know, it's -- it's a conflict.
MR. YANG Qur -- our positionis --

JUSTI CE KAGAN: And that's --
MR. YANG -- a little narrower.
JUSTI CE KAGAN. -- and that's sonething |

don't think we've really ever said.

MR. YANG | don't think the Court has
addressed this question expressly. That is -- that's
true. But | think our positionis alittle -- little

tighter than that. Wich is, when the State is inposing
an obligation, they do it based on a safety standard --
that is in fact second-guessing the FDA -- that is
preenptive.

Not sinply because the FDA has set the
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standard, but the FDCA also has within it the judgnment
that safety is best effectuated not only by having the
FDA set the standard, but by forbidding any nmanufacturer
fromdeviating fromthat once it's been approved by the
FDA.

VWhen we're tal king about a drug's
formul ati on, the manufacturer cannot change it. And
that's what brings this within the anbit of
PLIVA v. Mensing. And it also, | think, reflects why
the Florida Lime exanple is -- is relevant because
when - -

JUSTI CE SOTOVAYOR: So wi t hout the
preenption clause, actually, with an express saving
cl ause, you're arguing essentially cdnplete field

preenption. You're basically saying the m nute that the

FDA gives you perm ssion to sell, it's a right to sell
And -- and it can't be altered by any State police
power .

MR. YANG No, we're -- we're actually not
sayi ng that.

JUSTI CE SOTOVAYOR: Well, | don't see how

you're not saying that.
MR. YANG Well, no, with respect to the
design-defect clainms that -- and failure to warn, with

respect to generics -- renmenber, this is exactly what
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the Court said in Mensing -- we're saying the result in
Mensi ng control s here.

Now, if we go to the pure design-defect
claim-- and a pure claim in our view, is one in which
carves out the failure to warn issue, and it
hypot hesi zes a reasonabl e physician that knows all
the -- the health benefits and risks --

JUSTI CE SOTOVAYOR: But that's your --
you're telling ne that's exactly what the FDA is saying.
You' re saying there is no such thing.

MR. YANG No, but we -- in that --

JUSTI CE SOTOVAYOR: And there's no strict
liability that a State could inpose.

MR YANG If | might just finish.

JUSTICE SCALIA: | would lIike to hear your
answer .

MR. YANG Yes. \When that pure
desi gn-defect standard has been satisfied, it neans that
no physician would prescribe the drug for any person,

whi ch nmeans that drug, regardl ess of how you m ght

i nprove the warnings -- it just doesn't matter because
t hey know all -- all the adverse and positive benefits
of the drug. It should not be marketed because it

shoul d never be prescri bed.

And when it should not be marketed and it
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conplies with the Federal governnment's m sbrandi ng

st andard, about dangerous to health when used as

i nstructed, and it honors the FDA's rule by requiring
new and scientifically significant information that was
not previously before the FDA, that would not be
preenptive. That is not this case.

And so what we are trying to do is preserve
the FDA's role here, not have juries second-guess on a
case-by-case and State-by-State basis inposing different
saf ety obligations on manufacturers when Congress has
established a regine for FDA to control this.

Now, we're not saying the FDA's decision is
forever binding. |If there is new and scientifically
significant evidence that hasn't beeﬁ consi dered by the
FDA -- and this is anal ogous to what the Court already
did in Weth v. Levine -- because there, in the
| npossibility preenption, the Court | ooked to whether or
not there would be newly acquired informtion that would
all ow a manufacturer to go within the changes bei ng
effected regulation in order to change the | abeling.

So what we're doing is just |ike what the
Court required to be done in Weth, that in that
context, if you neet the Federal m sbranding standard,
and you avoid the problem of PLIVA -- because you don't

have --
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JUSTI CE SOTOVAYOR: This applies to
everything that requires FDA approval, or is this a
prescription drug-only rule?

MR. YANG. May | answer?

CHI EF JUSTI CE ROBERTS: Briefly.

MR. YANG W th respect to failure to warn,
you can -- prescription drugs can be sued, generics
cannot. Wth respect to pure design-defect clainms, our
view applies to both.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

M . Frederick?

ORAL ARGUMENT OF DAVID C. FREDERI CK
ON BEHALF OF THE RESPONDENT

MR. FREDERI CK:  Thank yod,

M. Chief Justice, and may it please the Court:

l"d like to start with the questions that
you and Justice Alito posed about State |aw because it's
I mportant to understand, before you have inpossibility
conflict preenption, to understand what the State duty
I s here.

| think it was conceded that it would not be
| npossi ble to have an absolute liability regine. So the
gquestion here is because New Hanpshire actually makes it
sonewhat easier for manufacturers to evade liability,

that that sonehow creates a different kind of preenption
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problem We would submit that it doesn't.

What the State law is seeking to do here,
M. Chief Justice, is to inpose liability where there is
proof of an unreasonably dangerous product.

That unreasonabl e danger entails evidence of
a risk/benefit analysis that | ooks at the overall risks
to the popul ati on against the overall benefits that are
provided to the drug.

JUSTI CE SCALIA: The jury decides all of
this, right?

MR. FREDERI CK: That's correct.

JUSTI CE SCALI A: That's wonderful.

Twel ve -- twelve tried nen and few -- and
true decide for the whole State mhat\the -- what the
cost/benefit analysis is for a -- a very novel drug that
unquesti onably has some del eterious effects, but also
can save sone |ives.

And the jury's going to decide that?

MR. FREDERI CK: Yes, it is.

And not ably, the FDCA doesn't preclude that.
Weth v. Levine affirns that principle. And what's
I nportant here is that under State |law, there's not a
duty to change the design or to change the |label. It
I's, Justice -- M. Chief Justice, exactly as you

postul ated, that if there is an unreasonably dangerous
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drug, that the people that are harmed egregiously, |ike
Karen Bartlett, will have an opportunity to conpensation
CH EF JUSTI CE ROBERTS: |'m not so sure --

"m not so sure it works that way because of the jury
point. They didn't say that yes, you can market this
drug, it benefits -- you know, 99.9 percent of the
peopl e, but there is that 0.1 percent, and you're going
to have to conpensate that person

They said the risks outweigh the benefits,
period. So you should not market this at all. And it
does seeminconsistent with the -- the Federal regine.

MR. FREDERI CK: Well, of course,
M. Chief Justice, Mutual put in the{r defense in this
case -- they rested after the plaintiffs put in their
case. So it's not to say that in another case, they
woul dn't have an opportunity to prove that there is sone
benefit of their drug.

CHI EF JUSTI CE ROBERTS: Well, what do you in
t hat case? You've got one jury saying the risks
out wei gh the benefits, can't do it. And then you're
saying well, later, there m ght be another jury saying
yes, you can.

MR. FREDERI CK: Well, there's no claim

preclusion effect of a jury verdict, and that is why
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there is no offensive collateral estoppel that would be
applied, Miutual can adopt a different trial strategy.

It is often the case, M. Chief Justice, that in these
ki nds of cases, the defense applies different tactics to
how t hey defend this case.

In this particular case, they chose to waive
their comment k affirmative defense. They chose not to
put in any affirmative evidence itself. They chose
after the trial in their Rule 50 notion for judgnent as
a matter of law not to challenge the warning
i nstructions that were given to the jury -- as Judge
Boudi n noted and as the district court noted -- they had
wai ved their preenption warning argunment.

And so what they seek to\do here after not
bei ng able to show, which they cannot show under New
Hampshi re Supreme Court precedent, Vautour and Kell eher,
cases that we cited in our brief, that New Hanpshire
I nposes any duty to change any conduct by the
manuf act urer what soever.

JUSTI CE KAGAN: M. Frederick, it -- it does
seemto ne, and | understand that there's a waiver
argunment floating around here, but it does seemto ne
that this case was litigated such that the adequacy of
the warning is really all over this case. There was

expert testinmony about the adequacy of the warning,
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there were jury instructions about the adequacy of the
war ni ng.

In the closing statenents that the | awer
gave, it was -- there was a | ot of talk about -- that
the FDA's decision to change the | abel, to show that the
| abel was ineffective before. So there is just all over
this stuff about adequacy of the warning, which does
suggest that this is sort of within the four corners of
Mensi ng.

MR. FREDERI CK: Let ne address that because
| think that's the hardest part of this case to
understand, and why this is different from Mensing. In
a strict liability case in New Hanpshire, the warning is
not relevant as a -- as an el enent of the claim \What
the jury is required as an elenment of the claimis to
prove unreasonabl e dangerousness.

And District Judge La Plant, who presided
over this very conplex and difficult trial with a | ot of
skill, understood the difference between the concept of
adequacy of a warning which describes the risks and
efficacy of the warning which [imts or mnimzes the
ri sks.

And all over the pretrial instructions, he
made very clear to the counsel, you are not to argue

about adequacy of the warning because that goes to the
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comment k defense that they waived on the eve of trial.
| nstead, once the jury finds that the drug is
unr easonabl y dangerous, it may use the warning as a way
tolimt or mnimze the risk

In other words, the warning could only
benefit Mitual because liability was going to be found
in spite of the warning and not because of the warning.

JUSTI CE BREYER: | see that. But | don't
understand why that matters. That is, the -- | nean, |
was thinking just what you said. | was thinking well,
| -- | dissented in the other case, but | |ost, okay?
So |l lost, |I lost. The -- the -- the point is that --
t hat you have a drug, and you say to the jury, well, if
there were no warning here at all, tﬁen It would be
unr easonabl y dangerous.

| think, yes, that probably applies to
chenot herapy, it probably applies to Parkinson's, it
probably applies to all kind, but you see, says the
defense, there is a warning here and it says how to use
it. And as you say, that would be not -- it would be
despite or whatever it is, despite, not because.

But it seens to me in ternms of -- it comes
for the same thing, |ots of drugs woul d be dangerous,
t oo dangerous, unreasonably so w thout a warning.

Chenmot herapy is what |'mthinking of. But properly
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| abel ed they're not, and so that seens to be your case.

MR. FREDERI CK: It is not.

JUSTI CE BREYER: Because -- why?

MR. FREDERI CK: No, absolutely not,

Justice Breyer. The evidence here was clear. No
war ni ng woul d have made any difference to | essening the
risk. And that is because, and this is on --

JUSTI CE BREYER: I n other words, in this
case, they have to find that -- that no warning -- there
I's no such warning that could make a difference, that's
what they're asked to find?

MR. FREDERI CK: All that they -- in terns of
mnimzing the risk. Justice Breyer, here --

JUSTI CE KAGAN: Wel |, hoW can that be,

M. Frederick, because the plaintiff really spent a

| arge portion of their case trying to show this, that

t he warning was i nadequate. So the plaintiff nust have
t hought that there was a possibility that if the warning
was adequate, the jury would find one thing, but if the
war ni ng was not adequate, liability would follow

MR. FREDERI CK: The case as it was litigated
up until the day before the trial was with a comment k
defense, which allows as an affirmative defense the
defendant to say if the drug is unavoi dably unsafe and

it has an adequate warning, i.e. it adequately describes
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what the risks are, conplete immunity fromsuit.

They abandoned that coment k defense on the

eve of trial. And so as the judge understood and

Instructed the jury, the only role that the warning

actually played was whether it could |lessen the risk to

pati ents who took the drug, i.e. in the risk/benefit
anal ysis, it's sonmewhat less risky in weighing it
agai nst the benefits.

JUSTI CE G NSBURG: The failure -- the

failure to warn defense was -- the -- the judge struck
t hat out. So there was no failure to warn defense in
t he case.

MR. FREDERI CK: That's correct, that's
correct. And as the Le Blanc case held in the
New Hanpshire Suprenme Court, the New Hanpshire | aw

treats failure to warn cases as distinct from

desi gn-defect cases. Here, no words would have made any

di fference because the scientific --

JUSTI CE BREYER: \Where is that? That's --
do see that distinction. |If, what you're -- but |ook,
the conplaint's filled with words about adequate
war ni ng, no adequate warning, no adequate warning, da,
da, da.

MR. FREDERI CK:  Yes.

JUSTI CE BREYER: Okay. Now what you're
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saying is, is really what the jury found, nothing to do
w th adequate. There is no warning in the world that
anybody coul d have invented that would have nade a
difference. 1'll have to think about that one. But in
the meantinme, where is it that that's what they said?

MR. FREDERICK: Where is it in the record?

JUSTI CE BREYER:  Yes. How do | di scover
that you're right about this? Because everything in
the -- in the conplaint that |'ve read so far seens to
tal k about the adequacy of warnings, not that there is
no warning in the universe could possibly have made a
di fference.

MR. FREDERI CK: Well, | would direct you to

JUSTI CE BREYER: How do | discover that?

MR. FREDERI CK: -- two pieces. The JMOL
order that the judge issued, which is in the petition
appendi x, goes through this very clearly. And Judge Le
Pl ant understood how the different roles of warning
apply, and he instructed the jury, and this is in the
pre-formal colloquy that he's giving to the jury orally,
you can find this at 496 of the Joint Appendi x where he
says, "Adequacy is not an issue for -- the adequacy of
the warning is not an issue for you to decide."

He then goes further to explain that "You
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will only consider the warning after you have consi dered
t he unreasonabl e danger” -- that's at 513 to 514, and

t hen on page 516 of the Joint Appendi x, he says, "You
only consider the warning to mnimze the risk," i.e. to
benefit Mutual in the assessment of whether or not in a
ri sk/ benefit analysis this drug has greater risks

than --

JUSTI CE BREYER: The second point is a
different point. The second point is, |ook, | have
chenot herapy, it saves 100 and it kills 10. All right.
If you have no label at all, a jury mght find it was
unr easonabl y dangerous, but once you put in the | abel
expl ai ning the whole thing, it doesn't. It isn't
unr easonabl y dangerous because of thé situation, and
t hey could perhaps wouldn't find it.

Al right. Now, you can call that
di m ni shing or you could call it adequacy. Call it what
you want, but that seenms to ne to cone to the sane thing
and is different from saying, no |label in the universe
woul d say it.

MR. FREDERI CK: Justice Breyer, a
chenot herapy drug has got a huge benefit. It
potentially saves you from cancer. A nonsteroida
antiinflanmatory drug, of which there were 16 ot her

types, is not at all anal ogous to a chenotherapy drug.
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JUSTI CE BREYER: We're tal king about what
juries could find and that's what -- and | don't know
about Parkinson's -- | don't know what these drugs are.
That's why | said let the FDA say it.

MR. FREDERI CK: But that's why when the jury
gets evidence that aspirin and acetam nophen, Tyl enol
produce the sanme kind of pain relief, but they do not
produce the kind of SIS/ TEN that Ms. Bartlett -- that
caused 60 percent of her body to burn. | nmean, that
gives you a very clear contrast.

JUSTICE ALITO If that's correct, and maybe
it is, doesn't that nean the drug should never have been
approved?

MR. FREDERI CK:  No, becadse t he evidence at
the time of approval had not yet been ascertained. What
was clear fromthe unpublished Pharmacia report that
went into evidence in this case was that between the
time of 1980 and 1997, the adjusted reporting rate of
t hese adverse incidents went very high, and it was of a
rate that was conparable to Bextra, which went on the
mar ket several years after that study ended, in which
the FDA, in |ooking at a conparabl e adjusted adverse
reporting rate, concluded should be taken off the
mar ket .

JUSTI CE ALITO But isn't it true that when
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the -- the FDA reviewed this whole class of drugs, they
decided to pull Bextra, but not this drug?

MR. FREDERI CK: That is true, but what the
FDA did not take into account, and this is what the
district judge instructed the jury on Septenmber 22nd,
2010, | think it's page 108 in the charging colloquy, is
the evidence in this case was that the FDA did not have
t hat evi dence.

So what the Solicitor General seeks to argue
here is evidence that was not in the record and in which
Mutual 's own expert who created this evidence testified
I n deposition he didn't give it to the FDA. And then
Mut ual never put himon the stand to be cross exani ned.
And so now what we have is a trial récord t hat shows
this evidence was not given to the FDA at all.

JUSTICE ALITO. The -- the SG says that the
FDA did have this right, did have it and did consider
it, and that's incorrect?

MR. FREDERI CK: That is incorrect. That the
FDA, if it considered it, there is no record of it doing
so because in the response to the 2005 citizen petition
and in a later menmorandum it never nentions sulindac.
So if you are to take any kind of regul atory preenption
here, it surely has to be on the basis of a considered

action that the FDA takes after notice and comment
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rul emaki ng.

That was the kind of standard that was
advocated in the concurring opinion in Weth v. Levine,
that is absent here. And, in fact, this case has even a
weaker case for that kind of considered and rejected
than in Levine itself where there was evidence that
Phenergan had caused sone arterial exposure.

JUSTI CE KENNEDY: Do you want me to wite
down in this case, fromny understandi ng, that under New
Hampshire law, strict liability is determ ned quite
wi t hout reference to the adequacy of warning?

MR. FREDERI CK: You can do that. Yes,
Justice Kennedy, you can do that. It is a factor for
the jury to consider. It is not an élenEnt of the
claim And what PLIVA makes clear --

JUSTI CE KENNEDY: Now wait. What's --
what's a factor? The warning is or is not a factor?

MR. FREDERI CK: The warning can be a factor.
What that --

JUSTI CE KENNEDY: Well, that's -- that's not
the thrust of your argument. And | think it was a
factor here for sonme of the reasons Justice Kagan has
suggest ed.

MR. FREDERI CK: And Justice Kennedy --

JUSTI CE KENNEDY: | mean, which does -- was
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t he warning relevant or not relevant to the
determ nation of strict liability?

MR. FREDERI CK: Yes, it was relevant as in
this case. But, Justice Kennedy, if you were to take
the position that nere evidence that is a factor for the
jury to consider, even though there is no need to change
any |legal duty, you would be adopting field preenption
under this statute because the whole thrust of PLIVA --

JUSTI CE KENNEDY: |'mtal king about the
definition of the duty. Was it perm ssible for the jury
to define the duty here and the breach of the duty in
part by -- by reference to the adequacy of the warning?
And | -- | now understand your answer to be yes.

MR. FREDERI CK:  No. And\let's be cl ear on
our nonenclature here. A duty is a |legal requirenent
i mposed under State conmmon |aw, a duty to use due care,
a duty to change the | abel, which is what was conceded
in PLI VA and Mensing. Here New Hanpshire | aw does not
require a duty to change the | abel or to change the
design. All it does, Justice Kennedy, is to say, if the
jury finds that the risks outweigh the benefits, it may
consi der whet her the warning would have | essened the
risk.

CHI EF JUSTI CE ROBERTS: So you are saying

there is a huge difference between saying you didn't put
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the warning in, so you are liable for $9 mllion, and
saying, you are liable for $15 mlIlion, but if you put
the warning in, you are only liable for 9 mllion?

MR. FREDERI CK:  Well, when there is a
coment k defense, M. Chief Justice, you may be off
conpletely. And that's why the role of coment k is so
critical in these strict liability claims. Al --

CHI EF JUSTI CE ROBERTS: But -- but just to
get back to ny -- to ny question. You say there is a
di fference between saying, you have to put on warning
and you are going to be liable if you don't, and sayi ng,
you are liable no matter no matter what because it's
strict liability, but if you put on a warning it's
reduced. |If you are a drug nanufactdrer, you are
supposed to see a difference in those two situations?

MR. FREDERI CK: There is a difference, and
the difference is this, assunme in the Diana Levine case
there had been a strict liability claimthat went al
the way through. The question under a strict liability
| aw woul d be would a -- would -- did the warning | essen
the risk that she woul d have had gangrene and anputati on
of her arnf? The adequacy of the warning under a strict
liability law sinply goes to did the manufacturer
adequately describe the risks that the patient m ght

i ncur.
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In the Levine case it very well m ght have
been that the warning adequately describes that there's
a possibility of gangrene, but it didn't do enough to
| essen the risk that she would sustain. And because
there was a way to change the label to |essen that ri sk,
she got a judgnent for a failure to warn. Because the
manuf acturer's conduct was such that it could have
I nproved the | abel

Here we acknow edge and the evidence shows
there is no way to change the | abel here. Sonme --
sone -- some nunmber of people, maybe sonme in this room
m ght take sulindac and get SJS/TEN. We don't know who
they are, and we can't wite words that would tell
anyone in this room you have a Iessér chance of getting
t hat horribl e disease.

JUSTI CE BREYER: Well, but then if you apply
this -- what is deeply bothering ne in all these cases,
and it's why I came up with and said, the FDA has to
tell us -- you know. Because just what you said before;
what you say applies to sulindac also applies to 12
people who will tell the Mary Hitchcock Hospital up in
Dartnouth that they can't use a certain kind of
chenot her apy.

You see, you could in certain horrible cases

find a very synpathetic plaintiff who really did suffer
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terribly. And -- and -- and you are getting 12 people
rather than the FDA. So ny solution to it, which you
know because you read Medtronics, may not work, but it's
the best | can think of.

Now, what -- what -- you can tell nme if you
want, no, there is sone totally different thing. But
what you are saying at the nmonment, what | do in nmy mnd
is | say, beware because it's also true potentially of
sonme of these life-saving drugs and that's what's
worrying ne.

MR. FREDERI CK: Let's be clear,

Justice Breyer. There is a difference between the
application of inpossibility preenption, which I don't
t hi nk anybody here can argue with a étraight face that
sinply paying a judgnment in strict liability is

i mpossible in light of the Federal regine, an obstacle
preenption.

Now, it may well be that there could be
cases out there like your |life-saving type drug, which
by the way has a special regulation under a speci al
statute to ensure that that is on the market, and sone
ot her drug where the risk/benefit equationis -- is
such.

But surely in our system we have to trust

district judges to be able to grant or deny judgnents as
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a matter of law, where they conclude that the evidence
woul d not be sufficient to show that the risk outwei ghed
t he benefit.

And here, the judge made very clear that
because Mutual had not put in any evidence of the
benefit of its drug at all and arguably couldn't have
done so because this drug is like aspirin -- except that
it causes these horrific injuries -- it's reasonable to
suppose that a jury which can deci de m sbrandi ng actions
under the FDCA, and that has been acknow edged by the
majority in Weth v. Levine, can nake the very sane
ri sk/ benefit safety determ nation that Justice Thomas in
his concurring opinion said also is -- enabled the
States to nmake. The States are not ﬁrecluded under the
FDCA from maki ng that kind of judgnent.

So in the hard case, Justice Breyer, there
I's a mechani sm for preenption. The FDA has to act. It
has to act pursuant to notice and conment rul emaki ng.

It has to identify which drugs it thinks would not be
subject to these kinds of strict liability clains, but
it hasn't done that here.

All it's done is to say, we happen to have
some evidence in our files, ergo preenption. Well,
preenption doesn't work |ike that under the Supremacy

Cl ause.
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JUSTI CE SOTOVAYOR: Just -- just to --
because ny nmenory is failing me, is this drug still on
t he mar ket ?

MR. FREDERI CK:  Yes.

JUSTI CE SOTOVAYOR: All right. And is it on
the market with a different |abel?

MR. FREDERICK: It is. The |abel changed
after Karen Bartlett sustained the injuries that she did
in this case. In fact, that was one of the argunents
that -- that at the tinme, this was before PLIVA, okay?
So there was a lot of failure to warn bei ng argued
because the regine, as the case cane into trial was
under Wyeth v. Levine, it was not under the
PLI VA v. Mensing case.

So Justice Kagan, that's why it's perfectly
reasonable for the trial |lawers here to think that the
warning is an appropriate thing because this Court's
case that had just been decided made that perfectly
clear. But what was interesting here was that Judge La
Pl ant nmade a very clear distinction between the role
t hat the warning would play, appropriately so, under a
strict liability regine.

Now, | would like to note that the avocado
case is one that did not entail the State banning

avocado sales. Judge Boudin is absolutely right when he
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says that there is nothing under the FDCA to preclude
the State from maki ng a reasonabl e safety determ nation
that m ght lead to the withdrawal of the drug. Now,
admttedly, that is a rare circunstance.

And that is not what New Hanpshire is doing
here, and in his post-trial orders Judge La Pl ant nade
clear that is not what New Hanpshire is inposing here.
Al l New Hanpshire is inmposing here is a duty to pay
conpensation if your unreasonably dangerous product
harnms a patient.

JUSTI CE ALITO.  This argunent about stopping
the sale of the drug conpletely seens to ne to elimnate
the inmpossibility -- inmpossibility preenption, doesn't
it? \

MR. FREDERI CK: No, because the -- the duty
here, if there is any duty to stop selling under New
Hampshire law, it can be conplied with by not selling
the drug. There's nothing in Federal |aw that requires
or mandates the sale of these drugs.

JUSTICE ALITO. But that's true -- isn't
that true often in -- in these inpossibility cases? Let
me say Congress passes a |law that says everywhere in the
United States you nust drive on the right side of the
road, and New Hanpshire is quirky, they say, in New

Hampshire you have to drive on the left side of the
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road. That would seemto ne to be a very clear
| npossibility case, wouldn't it?

MR. FREDERI CK:  Yes.

JUSTICE ALITO  But you could conply with
both rules by not driving.

MR. FREDERI CK: It would be very dangerous.

JUSTICE ALITO Not to drive at all?

MR. FREDERI CK: Well, it woul d be dangerous
to try conply with both at the sane tinme. But certainly
if --

JUSTICE ALITO.  You decide -- if you decide
to drive --

MR. FREDERI CK: Yeah. |If the difference --
right. But the difference, Justice Alito, is what is
the content of the substantive duty. |[If the content of
t he substantive duty is you -- the State says to do one
thing and the Feds say do the opposite, that's
i mpossibility conflict.

JUSTI CE SCALIA: The Feds didn't say to do
t he opposite. They said -- they didn't say you have to
drive in New Hampshire. They say, you nust drive on the
right if you drive. They don't require you to drive in
New Hanpshi re.

MR. FREDERI CK: Right, but our position,

Justice Scalia, is if you that follow PLIVA to what it
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says in its logical extension, you | ook at the -- you
| ook at the content of the duty there, the content of
the duty was to change the |label. What the majority

opi nion says is that M nnesota and Loui siana | aw said
you nust change the | abel and the Federal governnent

says, you cannot change the | abel. So here --

CHI EF JUSTI CE ROBERTS: Well, just -- |I'm
sorry to interrupt you. But your friend on the other
side, of course, says PLIVA involves strict liability as
well. So it did not say you nust change the | abel.

MR. FREDERI CK: Actually we dispute what
t hey say, and we've got an -- an excursus about Mensing
in our brief, and what is clear is that as the case cane

to this Court, the only duty that was being litigated

was the duty concerning the warning | abel. There was
not a strict liability claimin the sense of a design
def ect .

M nd you, there are strict liability clains
in -- in failure to warn as well. That is essentially
what comrent k gets at. This case however, was tried as
a design case only, and the State | aw duty made very
clear there was no duty to change the design of the
drug. And so therefore, under Mensing, there can't be
| npossibility because State lawis not telling you --

JUSTI CE BREYER: But even the conpensati on,
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suppose you had strict liability that Florida Avocado
Growers could -- what they have to do, all they have to
do since they can just be fined and the noney would go
to pay the consuners of California who have the
unfortunate m xup sonetines of eating Florida avocados.
| mean, that would raise at |east serious problens of --
comerce cl ause problenms and preenption and so forth.

MR. FREDERI CK: Justice Breyer, that's not
an inpossibility hypothetical. That's an obstacle
hypot hetical. And in Weth, | think six justices said
there is no obstacle under the FDCA of having State | aw
renmedi es to conpensate injured patients.

So you know, the reason why it's inportant
to keep these concepts of preenption\distinct is that
they ask you to grant cert on whether or not it is
i npossible to conply in light of PLIVA, which was an
I npossibility preenption case. That was not an obstacle
preenpti on case.

Now, having -- you know, | think gotten a
deeper view of what State |aw requires, they're seeking
to shift the case into an obstacle case, and virtually
all of the Federal governnent's argunents here are
obstacl e-type argunents. It is because the FDA is so
expert that it has this information in its files and

that that should therefore negate and di spl ace and
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nullify State law, which is a rather sweeping
proposition.

JUSTI CE SOTOVAYOR: |Is your point in this
case that obstacle preenption has been waived?

MR. FREDERI CK: Granted --

JUSTI CE SOTOVAYOR: O were you granted cert
just on inpossibility?

MR. FREDERI CK: Yes, yes. Qur position, and
we -- we -- we nade this clear that all they were asking
in the cert petition was for an inpossibility |ook at
PLI VA. The obstacle argunment has been wai ved in our
view of the way this Court ordinarily takes certiorari
cases and then decides them So -- and on the
I npossibility point, I think that ouf position is clear.

Now, Justice Kagan, the very first question
out of the box was does this rule that they're
advocating apply to brand nane drugs and the answer
unfortunately is yes. Because the prem se of their
argunent is that sinply because the FDA approved the
drug and there would need to be some State | aw cl aim
that would give rise to sone alteration, that that
necessarily would nmean that it would be inpossible to
conply with.

And so that applies to brand nanme drugs as

wel | as generic drugs. W don't see a principal
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di fference, unfortunately, to distinguish them There
may be sone difference in certain State laws. | don't
want to speak for all 50 States, but the basic gist of
their argunent is FDA approval uber alles.

JUSTI CE KAGAN: There is no such thing then
as a brand nane manufacturer can change sone design
features of the drug -- you know, w thout FDA approval
or without going back to square one of the FDA, there's
nothing |ike that?

MR. FREDERI CK: No, the FDA requires a -- a
new drug or an abbreviated drug application, | get the
terms of them sonetinmes confused, but if there was to be
a tweak to the design, they'd need to go to the FDA to
get approval for that. \

| want to make one other point, which is
that strict liability applies to distributors as well as
to manufacturers. And so here it seens obvious that a
di stributor can't change the design and it cannot change
t he | abel.

But under normal principles of strict
liability, the idea is that if you are a seller of the
product in your normal course and it is a dangerous
product that causes sonebody to be injured, you can be
held liable in strict liability. That principle is very

wel |l settl ed.
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And so it would seem odd to suppose that the
di stributor who has no power to make any change in
conduct that would nake the product any safer also gets
to be inmmunized fromsuit.

| have no further points unless the Court
has further questions.

JUSTI CE G NSBURG: How do you respond to the
argunment, Mitual's argunment that they have -- in 2005,
they nmade -- this drug produced $7 mllion. The jury
verdict was 21 mllion. They said that 3 years of their
earni ngs w ped out.

MR. FREDERI CK: Justice G nsburg, |'ve never
been in a case in ny tinme arguing before this Court
where sonebody in a reply brief at tﬁe merits put in
evidence that they did not put in at trial and they
sought to persuade you that that was sonmehow rel evant.

Nunmber 2, the issue here concerns sulindac
manuf actured by all the different manufacturers of
sul i ndac, not just Mitual.

Nunmber 3, we never have seen that

information. |t was never served on us. W have no way
to test it. | have no idea whether it is accurate or
not .

Nunber 4, if they are only making

$7 mllion, they ought to withdraw fromthe market
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because their -- their product causes such horrific
injuries it ought not to be sold.

Thank you.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

M. Lefkow tz, you have three m nutes
remai ni ng.

REBUTTAL ARGUMENT OF JAY P. LEFKOW TZ
ON BEHALF OF THE PETI TI ONER

MR. LEFKOW TZ: Thank you. 1'd like to just
make three brief points.

It is rather incredible to hear counsel talk
about how the warnings were not the issue in this case.
From t he opening statenent of plaintiff's counsel, |I'm
quoting now, "The evidence w || show\you t hat sulindac
was unreasonably dangerous and had an i nadequate warning
as well. One of the easiest ways to show you this will
be to show you that they got a new and better warning
about six months after respondent took the drug. The
| abel got better.

And at CA App. 2761, we have the FDA letter
expl ai ni ng exactly why, in the FDA's view, the new
war ni ng was going to make the drug safer. Vhat it
said" --

JUSTICE GINSBURG: Did you get to the

jury's -- to the instructions to the jury?
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MR. LEFKOW TZ: Absolutely not. It was a
proper instruction under New Hanmpshire law. It was an
i nstruction that --

JUSTICE GINSBURG: So that's what the jury
was supposed to apply, not what counsel said.

MR. LEFKOW TZ: The jury applied the
I nstruction that the court gave it, which was to decide
whet her or not the jury was good enough -- the warning
was good enough or not. And, in fact, as the First
Circuit made very, very clear at PA 18A, it said, the
| abel was relevant to the design defect. The lack of a
cl earer warning made the product itself nore dangerous
under the risk/benefit analysis of New Hanpshire | aw.

JUSTI CE Gl NSBURG:  But yéu just said there
was nothing wong with the jury instructions, at | east
you didn't object.

MR. LEFKOW TZ: Your Honor, let nme be clear.
We objected at the very beginning of this case, we said
this is all preenpted. There is no ability to change
t he warnings. The warnings are acceptable as a matter
of Federal law. And this Court, every Justice on the
Court agreed in Mensing that we couldn't change the
war ni ngs. Once the Court rejected that, it was a fair
statenment of New Hanpshire | aw.

JUSTI CE G NSBURG: How -- how did the Court
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reject it? They threw out the failure to warn claim

MR. LEFKOW TZ: The trial judge rejected our
sunmary judgnment notion on preenption. W raised these
| ssues.

JUSTI CE BREYER: It says on page 5496,
adequacy of the warning, | guess, the judge says, is not
an issue before this jury. And that was the point.

MR. LEFKOW TZ: Well, he said that, but then
he went and he instructed the jury and, again, as the
First Circuit made clear, it was in fact -- the
dangerousness was because of the arguabl e i nadequaci es
of the warning, which the plaintiff said we could have
changed, we should have changed.

| want to just finish vvit\h two brief points,
if I may. On inpossibility, look, this inpossibility
doctrine under preenption is prem sed on the fact that
parties will engage in conduct. As Justice Breyer made
clear in his opinion in the Geier case, he said, under
ordi nary obstacle principles, a State m ght be able to
make you liable for using the Federally required
wi ndshield retention requirenents.

Obviously, there is no Federal requirenent
to sell cars. It conditions that if you sell the car,
you have a requirenent. |If you sell a drug, a generic

drug, you have a particular requirenent.
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The distinction between strict liability and

negl i gence, Cipollone, Riegel, make absolutely clear

there is no basis whatsoever for a distinction under

| aw.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

Counsel
The case is submtted.
(Wher eupon, at 12:15 p.m,

above-entitled matter was submtted.)
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