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argument before the Suprene Court of the United States

at 10:03 a. m
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JAY P. LEFKOWN TZ, ESQ., New York, New York; on behal f of
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EDW N S. KNEEDLER, ESQ., Deputy Solicitor Ceneral
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PROCEEDI NGS
(10: 03 a.m)

CHI EF JUSTI CE ROBERTS: We'Il hear argunent
first this morning in Case 09-993, Pliva,
I ncorporated v. Mensing, and the consolidated cases.

M. Lefkowtz.

ORAL ARGUMENT OF JAY P. LEFKOW TZ

ON BEHALF OF THE PETI TI ONERS

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

This case involves the ordinary operation of
t he Suprenmacy Cl ause. As the governnent agrees,
Hat ch- Waxman's plain text requires generic drugs to have
t he same warnings as their brand-nané equi val ents, so
State law can't require generic drugs to use different
warnings. After all, generics can't sinultaneously
conply with a Federal duty to be the sanme and a State
duty to be different.

CHI EF JUSTI CE ROBERTS: Well, that nmakes a
| ot of sense, but we do have our Weth decision that
seens to cut the other way.

MR. LEFKOW TZ: Well, Your Honor, the Weth
decision is prem sed on the fundanmental concl usion that
Federal | aw obligates and accommodates the brand

manuf acturer to utilize a specific regulation, the CBE

4
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regulation, in order to make a warning change, in order
to conmply with its obligations under 201.57. And, as

t he governnent agrees, we don't have the opportunity or
the authority to use a CBE regul ati on change.

JUSTI CE Gl NSBURG:. But you have anot her --
you have another route, and that's what the government
is telling us: That you could propose a revision of the
| abel, and if you did that, then you would be honme free.
You woul d not be subject to the State suit.

MR. LEFKOW TZ: Justice G nsbhurg, the
governnment agrees with us that we can't actually change
the label. What they say is, we could have an
obligation, or they actually, in -- for the very first
time ever in their brief in this Couft at the nerit
stage, said that there is a --

JUSTICE GINSBURG: No, it was in the -- at
the cert stage as well.

MR. LEFKOW TZ: Well, Your Honor, | didn't
read the cert stage as saying we had quite the sane duty
to ask the FDA, although clearly they now believe that
we have a duty to ask the FDA. And of course that's not
a duty that appears in any of their notice and comrent
rul emaki ng.

JUSTI CE KENNEDY: Can we call this the take

steps -- is this the take-steps doctrine, for purposes
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of di scussion here?

MR. LEFKOW TZ: Yes, Justice Kennedy, this
Is the take-steps.

JUSTI CE KENNEDY: It's not clear to nme
whet her you say that that is preenpted or just that it
was not well-pled. I'"mnot -- I'mnot sure of your
position on that point.

MR. LEFKOW TZ: Thank you, Justice Kennedy.
We maintain that a claimthat under State |aw a generic
conpany can be liable for not asking the FDA to nake a
| abel i ng change is preenpted under this Court's
deci sions both in Buckman and in ArkLa, because what
the -- what the Court has said is that the disclosure
obl i gati ons between a Federal agency\and a Federally
regul ated party are inherently Federal in character, and
this is not a subject of traditional State tort |aw.

JUSTI CE KAGAN: Well, M. Lefkow tz, why
shoul d --

JUSTI CE SCALI A: Wuld the -- excuse ne,
Justi ce.

Woul d the Federally licensed drug
manuf acturer have a sim lar obligation to | obby the FDA
for a change?

MR. LEFKOW TZ: No, Your Honor, and in fact

that was in part what was -- what cane up in the
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briefing in the Weth case. Weth initially said it
didn't have the obligation and couldn't use the CBE, and
then Ms. Levine said: Well, in that case you could have
asked the FDA to make a change, and the Court didn't
need to even address that issue, because the Court found
that there actually was a regulation on point that gave
t he brand manufacturer the ability to change.

JUSTI CE SCALI A: But assune there hadn't
been. Assune there hadn't been such a regulation. Do
you understand it to be the governnent's position that
the licensed drug manufacturer is not protected from
State suits, even though it has a Federal perm ssion to
gi ve certain warnings, unless it has | obbied the FDA to
change those warni ngs?

MR. LEFKOW TZ: Your Honor, | -- | don't see
anything in the history, the 27-year history of
Hat ch- Waxman, where the Federal governnent has ever said
that there is a legal obligation to | obby the FDA for a
| abel i ng change.

JUSTI CE SOTOVAYOR: Excuse ne. There is a
| egal obligation to advise the FDA when you have reports
of adverse results that suggest the | abel may be wrong.
Are you di savowi ng your -- your obligation to tell the
FDA when sonething's wong?

MR. LEFKOW TZ: Absolutely not, Justice

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

Sot omayor .

JUSTI CE SOTOMAYOR: So pl ease descri be
what the difference between that obligation and the
obligation to suggest a | abel change when you know it's
been m sbranded.

MR. LEFKOW TZ: Under the FDA Regul ation
314.80 and 314.98, we have a nyriad of disclosure
obligations. Any time a generic |earns about an adverse
report, it has to report it to the FDA, it has to
I nvestigate it, and if it doesn't do that then it's not
in conpliance with its Federal obligations and the FDA
has plenary authority to take all sorts of action.

But just as the Court said in the Buckman
deci sion, wi thout dissent, when a coﬁpany doesn't make
appropriate disclosures to the FDA, even if people are
hurt by that, even if it's -- if it causes people to be
injured and States m ght otherwi se want to conpensate
them for them those disclosure obligations are up to
the FDA with its discretion to enforce. And the Court
| ooked directly to Congress in section 337.

JUSTI CE SOTOVAYOR: So what's -- so what's
the conflict with State |aw, nmeaning you have an
obligation to keep your label as it is, but if you also
have a Federal obligation to advise the FDA of

adverse -- of adverse results and of needs for change,

8
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why can't you then conply with a duty to warn obligation
because you can go to the -- to the FDA?

MR. LEFKOW TZ: Well, first of all, there's
alittle bit of a difference between reporting all of
t he adverse events, which we clearly do, and asking the
FDA to make a determ nation that the FDA has said is
only for the FDA to make with respect to generic
conpani es.

JUSTI CE KAGAN: Do you contest,

M. Lefkowitz, your ability to make that request? |
know t hat you contest your obligation to make that
request, but do you think you could go to the FDA and
make that request and set a process in notion?

MR, LEFKOW TZ:  Your Hondr, there's no
question that we could certainly ask the FDA, and in
fact if we had reason to believe that a | abel was not
accurate, not strong enough, we would certainly do that.
The question is whether or not there's either a Federal
obligation or a State duty to do this, and --

JUSTI CE KAGAN.  Well, if you could go to the
FDA, why shouldn't we |ook at this suit in this way:
That the plaintiffs are bringing a standard failure to

warn claim that you then have a preenption defense,

that you'll say it's inpossible; and then in order to
litigate that preenption defense, the question will be,
9
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well, if you had gone to the FDA, what would the FDA
have done? Wuld it in fact have required both brand
names and generics to change the label? And if it would
have, you woul d not have had -- been put in an

I mpossi bl e position.

MR. LEFKOW TZ: Your Honor, that is the
preci se set of issues that this Court addressed both in
Buckman and in ArkLa, in a situation where all we could
have done, and we weren't obligated to do, was ask the
FDA. For a State to hold us liable for not asking the
FDA is asking a State jury to put itself into the shoes
of the FDA, to specul ate how the FDA woul d have deci ded
hypot heti cal issues, which ArkLa says is foreclosed in
an area where the Federal vaernnent; t he Federa
agency, has exclusive authority. And in Buckman, the
Court said that would disrupt and usurp the discretion
of the agency to deci de whether to punish and how to
puni sh di scl osure.

CHI EF JUSTI CE ROBERTS: Well, Buckman --
Buckman was arguably a little bit different, in that
there's a concern expressed in that case that
requiring allowing the State suit to go forward woul d
cause manufacturers to basically inundate the agency
with proposals and warning revisions, so that there

woul d be so many things that the agency woul dn't even be
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able to process them and they woul d becone neani ngl ess
to the consuners. That doesn't seemto ne to be a
concern in this case.

MR. LEFKOW TZ: Well, Your Honor, the
governnment had articulated that proposition in the
Buckman case and again several years later in the
War ner - Lanbert case. Obviously, they're taking a
different position here.

But | would submt, Your Honor, that what
| ay at the core of the Buckman decision was that the
rel ati onship, the disclosures, between the Federal
agency and its regul ated party, are inherently Federal
and States sinply don't have a business trying to
enf orce those obligations, because tﬁat does take away
fromthe authority and the discretion. And the Court
| ooked to section 337 as evidence that Congress intended
that violations of the FDCA be enforced by the Federal
Gover nnent .

JUSTI CE G NSBURG. The Federal agency says

that these suits conplenment, they' re not at odds wth,
t he Federal reginme, because they give the manufacturers
an incentive to cone forward. Everyone is interested in
maki ng sure that only safe drugs are marketed. So, far
fromdetracting fromthe Federal regine, the agency

responsi bl e says, this helps us; it encourages

11
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manuf acturers to report.

MR. LEFKOW TZ: Well, we know fromthe
current FDA database that there were over 1600 requests
for labeling revisions that the FDA has not acted on,
and that's just in the aftermath of Weth. And there
are far nore generic manufacturers who woul d be burdened
by this new obligation. But, Your Honor, | would --

JUSTI CE KENNEDY: Is -- is there any
breakdown as to how many of those requests are generic
and how many from branded?

MR. LEFKOW TZ: Your Honor, alnost all of
them | would believe are from branded manufacturers,
because generic manufacturers until the briefing in this
Court have never believed that they Have any obligation
to ask the FDA.

In fact, interestingly, the FDA has
addressed what happens in the marketplace when a brand
exits the market and the only drugs left are the 10 or
15 generics. And what the FDA has said, and they have
publi shed 52 Federal Register notices -- we cite one of
themin our reply brief -- they have said: In such a
situation, we wll designate one of the generics to be
the | eader for purposes of establishing the |abel, and
everyone else has to foll ow

But critically, what the FDA has said is:

12
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In those situations, we, the FDA, will tell you when the
| abel needs to change.

JUSTI CE BREYER: So what are you supposed to
do if your conpany happens by chance to cone across a
very, very high correlation between people who take your
generic drug and who get seriously ill?

And now what you know i s that nobody el se
has really found that, but, ny goodness, there you are;
it happened that it was associated, a special group or
sonet hing. What are you supposed to do?

MR. LEFKOW TZ: Your Honor, we have an
obligation, actually, to provide all of that information
to the FDA. Cenerics, unlike brand conpanies, aren't
equi pped in the sane way, necessarily, to eval uate
the --

JUSTI CE BREYER: And so are they saying that
you -- is it conceded in this case that you did tell the
FDA everyt hi ng you knew about that?

MR. LEFKOW TZ: Well, no. W --

JUSTICE BREYER: Or is that a point in
di spute?

MR. LEFKOW TZ: The plaintiffs all ege that
we vi ol ated Federal disclosure obligations. O course,
there's no basis for a State claimfor that.

In fact, to -- to address Justice G nsburg's

13
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guestion --

JUSTI CE BREYER: Well, how would it
conflict? Suppose the State said: Here is what we
want; we notice that it says in the Federal |aw that you
must keep your warnings up to date, and if you find an
associ ation, you nust revise your warning. Now, we
understand you can't do that w thout FDA approval. But
as far as our State is concerned, we think that when you
conme across this serious problemyou have to tell the
FDA in some formor other, a reasonable form about it.
Wuld that law -- is there anything Federal that that
| aw woul d conflict with?

MR. LEFKOW TZ: | think that |aw, Your
Honor, would conflict with the Bucknﬁn princi pl es and
t he ArkLa principles.

JUSTI CE SCALI A: | thought you said you had
to tell the FDA about it.

MR. LEFKOW TZ: If the -- | understood
Justice Breyer's question to be asking whether -- not
only did we have to tell the FDA, which we clearly do,
but whether we then had some additional duty to ask the

FDA to change the warni ng.

JUSTI CE SCALIA: Okay. | didn't understand
t hat .
JUSTI CE BREYER: \What | wonder -- see, |
14
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wonder if that's this case. | wonder if this case is
what they're saying is: Oh, we concede you told the FDA
every single thing, so they were just as informed as you

are about the risks here, but you did not add the words:

And pl ease change our -- your perm ssion, so that we can
change the warning. |Is that what this case is about?
MR. LEFKOW TZ: Well, | think that's what

they're suggesting. But even if it were just the
former --

JUSTI CE BREYER: \When they conme up here they
m ght say this isn't just what this case is about.

MR. LEFKOW TZ: Even if it's just the
former, Your Honor, even if it's just the failure to
di scl ose adverse reports -- \

JUSTI CE BREYER:  Yeabh.

MR. LEFKOW TZ: -- which we know we have an
obligation to do, there is no history of State
regul ati on of communi cati ons bet ween Federal -- Federal
agencies and the regulated parties. Those are not the
ki nds of parallel clains cases, like in Lohr v.
Medtronic --

JUSTI CE BREYER: So your argunment is that if
we run across this trenendous, really serious -- | can
make an imagi nary as serious as you want -- really a

serious problem and you're saying the State has no

15
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right to say -- even if we purposely didn't tell
anybody, they can't get involved because they can't get
i nvolved with our failure to tell the FDA anything
because that's Federal, and we can't -- they can't get
i nvol ved with our failure to try to change the warning
because that's taken care of by our obligation to tell
them which we didn't fulfill?

MR. LEFKOW TZ: Justice Breyer, correct,
because that's exactly -- renmenber, in Buckman what
happened was an individual was injured because the
conpany had not accurately disclosed, in fact had m sl ed
t he agency about the purpose of nmarketing these bone
screws. Clearly there was a State interest in
protecting and providing a renedy to\that consumer, a
State interest in ensuring accurate disclosures to the
governnment, and in fact an allegation that had there
been accurate disclosures to the governnent, the FDA
woul d have nmade a different safety and | abeling
determ nati on.

JUSTI CE SCALI A: So you say that if the
claimhere is sinply that you did not disclose properly,
that claimcould be brought?

MR. LEFKOW TZ: Not in a State court, Your
Honor .

CHI EF JUSTI CE ROBERTS: To disclose -- |I'm

16
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sorry. To disclose to the FDA?

MR. LEFKOW TZ: Correct.

JUSTI CE SCALI A: To disclose to the FDA.

MR. LEFKOW TZ: A claim Your Honor, of
di sclosure to the FDA relates to the inherently Federal
rel ati onship.

JUSTI CE SCALI A: But you just described
Buckman as -- as involving precisely that, failure to
tell the FDA the purpose of the screws. You said that
the State -- the State suit would |ie because of that
failure.

MR. LEFKOW TZ: No, | said the State suit --

| apologize. | neant to say and | thought | said the
State suit would not |lie because Buckman preenpts that
type of lawsuit. Buckman says even in that terrible

situation, msleading to the FDA, failure to disclose
what the FDA requires you to disclose, there is no State
cause of action because this is a uniquely Federal area
and States can't supplant the FDA in its enforcenent
di scretion.

JUSTI CE KAGAN: But M. Lefkowitz, | think
what the Respondents would say is that you are
m scharacterizing their conplaint and nmaking it into
sonething that it's not. Their conplaint is a standard

state failure to warn claim Now, you have a preenption

17
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defense to that claim and in that preenption defense
there's going to be questions about your disclosure

obl i gati ons and whether the FDA would have responded in
a certain way to your disclosure obligations, but it's
in a fundamentally different posture than the one that
you' re suggesting.

MR. LEFKOW TZ: Justice Kagan, | woul d agree
with you that what they pled below was a traditional
failure to warn. A failure to warn claimneans you did
not warn the public in the way that we think under State
| aw you shoul d have. And whereas in Weth the Congress
t hrough the FDA has said a brand manufacturer ultimtely
I's responsible for the warnings it issues and therefore
can change the warni ng and therefore\can be held Iiabl e,
we don't have -- and the governnment agrees with us -- we
don't have any mechani sm under | aw to change the
warnings. So to the extent this is a traditional
failure to warn claim it has to be preenpted under
si npl e Supremacy Cl ause princi pl es.

JUSTI CE KAGAN. Well, | agree that you don't
have any ability yourself to change the warning, but
here's what the FDA has said. The FDA has said if an
ANDA applicant -- and that's you; you're an ANDA
applicant -- believes new safety information should be

added to a product's | abeling, presunably because

18
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t hey' ve gotten information that suggests that the
product's labeling is wong, then it should contact the
FDA, and the FDA will determ ne whether the | abeling for
the generic and |listed drugs should be revised.

MR. LEFKOW TZ: Your Honor, that is exactly
what the FDA says. They point for that to a preanble in
1992 to a rulemaking that didn't address the rel evant
201.57 regul ation, a preanble that was issued w thout
noti ce and comrent rul emaki ng, and a preanble that
doesn't actually inpose a duty. It says if,
subj unctively, we believe that there should be a | abel
change, we should do sonething, we should ask the FDA
Not we nust, not we shall.

And even then it said: And the FDA wi |
then make a decision, which makes clear that this is not
a decision for State juries to make. Your Honor, the
FDA has articulated a Federal duty today in its briefing
in this case that is very nuch at odds with what it has
specifically said about what a generic's obligation is
under 201.57. In the two notice and comment rul emaki ngs
at issue during the relevant tine period here, in 2000
and 2006, what the FDA said very specifically was a
generic's obligation under 201.57 is to use the brand
| abel , even if the brand |abel isn't the nost
up-to-date.

19
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And the reason is the policy underlying
Hat ch- Waxman i s that brand conpanies do safety and
efficacy testing; generics do saneness testing.
Generics are required to nmake copies of the drugs and by
definition make copies of the |abels, because it
woul dn't make any sense to go into a drugstore to buy
Advil and to see 15 different generic ibuprofen and to
have 15 different sets of warnings.

JUSTI CE SOTOVAYOR: Counsel, do you think --

JUSTI CE KENNEDY: Buckman was a case -- |'m
pronouncing it right, | think, Buckman -- where it was a
branded manufacturer, was it not?

MR. LEFKOWN TZ: It was a medical device
manuf act urer. \

JUSTI CE KENNEDY: A nedical device
manuf acturer. So there it was -- it was an FDA process,
and we said there's no State cause of action for saying
that the FDA process -- that's slightly different from
sayi ng that you have a duty to warn the FDA. You m ght
say it's a fortiori.

MR. LEFKOW TZ: Your Honor, | do think it's
a fortiori. Buckman involves the branded process of
comng on with an equi val ent nedi cal device under the
510K process. This is actually a situation where, after

i ntensi ve back and forth with the FDA, the brand conmpany

20
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crafts the | abel that the FDA approves and the generic
I's given one responsibility by Congress. The
responsibility is to maintain the sanme | abel as the
brand. That's the critical difference.

JUSTI CE SOTOVAYOR: Counsel, do you think
Congress really intended to create a market in which
consuners can only sue brand-nanmed products? Because if
that's the case, why would anybody ever take a genetic?
And why in the world would Congress create a different,
or even the FDA, a different obligation on brand-naned
products or generic products to give theminformation
about | abels when they know there's been a m sbrandi ng?

What the governnent says is you start by
instructing a jury that there had to\actually have been
i nformation that proved a m sbranding. That's the first
step of the tort suit according to the governnment. So
why shoul d you or why woul d Congress or the FDA have
I ntended to treat the two differently?

MR. LEFKOW TZ: Justice Sotomayor, | want to
take both hal ves of your question. 1In 27 years of
enforcement under Hatch-Waxman, the FDA has never once
said that a generic drug that uses the brand | abel, as
requi red under 505(j) of the statute is m sbranded. And
the -- look, | understand that fromthe consuner's

perspective it may not nake a | ot of sense. But what
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Congress specifically said is that a generic has to bear
the same | abel, and it's because they do have different
pur poses, different functions. Congress said that
whenever there is a brand drug on the market that no

| onger is protected by its patent nonopoly but has been
selling for $10 or $20 a pill, we want to have generics
selling for pennies for the pill, and they've given
branded and generics different obligations.

And the different obligations are seen nost
clearly through the prismof the Weth case. The Weth
case was -- it was critical in the Weth case that this
Court found that the brand conpany had the ability, had
the obligation, to use the CBE regulations to actually
change the | abel, whereas here what fhe FDA has said
time and tinme again is: W'Ill tell a generic when the
generic has to change the | abel, because we don't assune
that the generics are going to know when the | abel
shoul d change because they don't have the sane basis of
clinical testing and results.

JUSTICE GINSBURG: M. Lefkowitz, there's a
certain overlap, is there not? Sonme of the generics are
made by the same people that make the brand-name drugs,
isn't that so?

MR. LEFKOW TZ: That is correct, Your Honor.

JUSTI CE Gl NSBURG: And at | east for those
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peopl e, they have the neans.

MR. LEFKOW TZ: Your Honor, | don't know
whet her or not the -- the FDA or this Court would hold
differently in a case where the generic at issue was an
aut hori zed generic, a generic manufactured by a brand
conpany that had, in fact, done all the clinical safety
testing and m ght have a different basis for assessing
the occasi onal adverse reports that they get.

But, again, the keys to understanding the --
t he generic industry -- generics rarely even get adverse
reports because if a doctor prescribes a drug, the
doctor prescribes it as the brand, and then checks off
t he box that says a generic can be issued. |If a patient
cones and tells himabout an adverse\report, t he doctor
has no idea which generic of the 15 that m ght be in the
mar ket actually was di spensed, so he'll actually tel
t he brand conpany. He'll report the adverse event to
t he brand conpany.

JUSTI CE SOTOVAYOR: Counsel, all you're
arguing is that this rule will have little practical
effect, that there is going to be very few |lawsuits that
coul d be brought agai nst your conpani es because you're
just not going to have enough information to suggest a
| abel change.

MR. LEFKOW TZ: Your Honor, what |'m arguing
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is that for the FDA to inpose a new Federal obligation
that will significantly change the way generic conpanies
conduct their business should go through notice and
comment rul emaking. It should not rely on a preanble to
a different rul emaking that didn't go through notice and
comment. It should not rely on briefs that are filed at
the nerits stage, because this would totally change the
way generics do business.

Generics don't have a practice -- they're
not even set up -- to go and figure out what | abe
changes woul d be appropriate. They are set up to report
adverse events to the FDA, and what Congress has said
and what the FDA has said is violations of those
statutes, violations of those regulafions, are
exclusively within the province of the Federal
government. That's what Buckman says very clearly when
it | ooks at Section 337.

If I my, | would like to reserve ny tine.

CHI EF JUSTI CE ROBERTS: Thank you,

M. Lefkowtz.
M . Bograd.
ORAL ARGUMENT OF LOUIS M BOGRAD
ON BEHALF OF THE RESPONDENTS
MR. BOGRAD: M. Chief Justice, and may it

pl ease the Court:
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The central issue in this case is that
Petitioners, in the face of considerable informtion
that the warnings on their products were inadequate, did
not hi ng. The generic drug conpani es' position is that
they -- no matter how nmuch they know, no matter how
grave the risk, they are under no obligation to do
anything to warn of the dangers of the products they
sel | .

JUSTI CE SCALIA: Well, they're -- they're --
they're under the obligation to report to the FDA the
facts which establish the grave risk, right?

MR. BOGRAD:. Yes, they are, Your Honor.
They' re obliged under --

JUSTI CE SCALI A: So the érgunent here is
whether it -- it will be the FDA ultimtely that
deter m nes whet her there was a grave enough risk to
nodi fy the -- the | abel or whether that call wll be
made by -- by a State court guessing what the FDA would
have done, right?

MR. BOGRAD: No, Your Honor, that's not
correct. What this Court said in Weth v. Levine is
that State juries are a perfectly appropriate vehicle
for assessing whether warnings in the past were
adequately given. We do -- we do not dispute that the

i ssue about what | anguage will be on a | abel going
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forward rests with the agency.

JUSTI CE SCALI A:  Yeah, but -- but -- no,
but -- but surely you have to establish not only that
t he generic manufacturer requested a | abel change, but
that a | abel change woul d have been approved. O herw se
there's no causation. Surely --

MR. BOGRAD: That's correct, Your Honor.

JUSTI CE SCALIA: ~-- that's part of your
case, isn't it?

MR. BOGRAD: No, it's not, Justice Scali a.
The -- as Petitioners concede in the brief, under
traditional State law failure to warn claim our
affirmative case is that the warnings that were given to
t he doctor and to the patient were iﬁadequate, and t hat
because adequate warnings weren't given, the patient was
i nj ured.

JUSTI CE SCALI A:  No, but -- but their --
their preenption claimis we had to give these warnings,
and you don't contest that. They had to give the
war ni ngs that they gave, unless the FDA said that the
war ni ngs nmust be changed, so --

MR. BOGRAD: Your Honor --

JUSTI CE SCALIA: -- | nean, | don't see how
you can hold themliable, so long as they continued to

give the warnings that they had to give.
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MR. BOGRAD: Your Honor --

JUSTI CE SCALIA: And they could have | obbied
the FDA to say, you know, change the warning, but if the
FDA said -- suppose the -- suppose they did tell the
FDA, please modify the | abel, and the FDA said no.

Woul d your lawsuit still proceed?

MR. BOGRAD: No, it would not, Your Honor.

JUSTI CE SCALI A:  No.

MR. BOGRAD: Once the FDA said no, we would
have cl ear evidence that the FDA woul d have rejected the
war ni ng - -

JUSTI CE SCALIA: | would say --

MR. BOGRAD: -- which is what this Court
said in Levine is the touchstone. \

JUSTI CE SCALIA: All right. You're draw ng
a line between the FDA rejecting a warning and the FDA
not accepting the warning; is that the line you're
drawi ng?

MR. BOGRAD: Yes, Your Honor, for purposes
of impossibility. In order for the -- preenption is an
affirmative defense, and for the defendants to establish
that it was inpossible, i.e., that the duties under
State and Federal |aw were in direct conflict, they have
to show that the FDA would have rejected --

JUSTI CE BREYER: It appears also that the --
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it's Buckman, it seens to ne, the rel evant case, not
Wet h, because what -- if -- you're now saying, |'ve
| earned, that -- that they have a set of FDA duties;
they nmust tell the FDA every detail.

MR. BOGRAD: Well --

JUSTI CE BREYER: That sounds awfully
fam liar to Buckman, where the State claimwas basically
a claimof fraud on the FDA. And we said it's not up to
the State to -- to -- they can't bring -- have a claim
for fraud on the FDA. The FDA has to enforce their own
stuff. And why isn't the sanme true here, that the FDA
has to enforce their own |legal requirenent to tell us
everything you know? What's the answer to that?

MR. BOGRAD: \Wel |, there\are two answers,
Your Honor. First -- first, this Court's decision in
Levine is inconsistent with that sweeping reading --

JUSTI CE BREYER: No, because Levine involves
the Weth case, right?

MR. BOGRAD: Yes. l'm sorry, | --

JUSTI CE BREYER: No. The -- the difference
there is the difference that the SG points out: There
is a broad-ranging obligation for the initial drugmaker
to tell the FDA all kinds of things and change the
war ni ngs. But here the FDA tells us they have no power

to change their warnings. They can't, unlike Levine.
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They have to copy the original maker. So -- I'm-- |I'm
just referring there to the whole SG bri ef.

MR. BOGRAD: Your Honor, let me respond to
that in -- in tw ways. First --

JUSTI CE BREYER: Be sure you answer, please,
my original question.

MR. BOGRAD: | -- | wll, Your Honor.

The -- to focus first on the CBE issue, one
of the things this Court noted in Levine is that even
under the CBE process, the ultimte decision about
whet her the | abeling is changed rests with the FDA, not
with the manufacturer. The -- the fundanental issue in
Levine was that the primary responsibility for |abeling
rested with the manufacturer, not mﬁfh t he agency,
subject to the agency's review. And we don't dispute
that the agency has the right to review and can reject a
| abel .

The -- what was at the core and what this
Court cited, although the -- the nunber has changed in
Weth v. Levine, is the obligation under 21 CFR
201.57(e), which you call 201.80(e) because they -- they
renunbered it -- that the | abel warnings shall be
revised as soon as there's reasonable evidence of an
associ ation of a serious hazard with the drug.

The governnent says, and the regul atory
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structure makes clear, that that provision applies with
full force to generic drug manufacturers, not just to
name- brand drug manufacturers. It is the regulatory

I npl enmentation of the obligation under the Federal

m sbranding statute, 21 U S.C. 352(f)(2) that says you
can't sell a drug that doesn't have adequate warnings
about its risks.

So, when you're -- when the manufacturer is
confronted with information that the warnings on its
drug are not adequate, it -- the way it -- the way it
shoul d respond is by imrediately going to the FDA and
saying to the agency: W have this new information; we
ask you, not that we want a different warning fromthe
name brand, but we ask you to apprové a stronger warning
on both the nane-brand product and its generic
equi val ent s.

CHI EF JUSTI CE ROBERTS: But what happens --

MR. BOGRAD: And had they done so, we woul d
know -- one of two things would have happened. Either
t he agency woul d have approved the warning, stronger
war ni ngs woul d have been given and our clients -- ny
clients |likely would not have been injured; or they
woul d have said, no, we don't think there's sufficient
information to justify this warning.

CHI EF JUSTI CE ROBERTS: How | ong does it
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take -- how long typically does it take the FDA to
respond to a request froma generic manufacturer that
it -- it ask the branded manufacturer to change the

| abel ?

MR. BOGRAD: Your Honor, as you just heard
fromM. Lefkow tz, generic manufacturers typically
haven't been fulfilling this obligation and have not
been asking the agency. But the |atest data fromthe
agency, and this is fromits -- its web site, is that
under -- they've been publishing performance data since
2007, and they now say that safety | abeling changes,
whi ch are the | abeling changes required under FD --
under FDA, are processed typically in a matter of
nont hs, 94 percent within 3 nonths. \

CHI EF JUSTI CE ROBERTS: Are those the ones
that are submtted by generic manufacturers?

MR. BOGRAD:. They're -- they are -- they
could be ones submtted by generic manufacturers. Those
are ones where the information that conmes to the agency
triggers a -- a |l abeling revision process.

JUSTI CE KENNEDY: Does the -- does the --

CHI EF JUSTI CE ROBERTS: -- whether about --
MR. BOGRAD: |'m sorry, what was that?
CHI EF JUSTI CE ROBERTS: | was just going to

ask, does the FDA give you an up or a down, or does it
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just not take action sonetines if you submt one of
t hese requests?

MR. BOGRAD: Your Honor, my understanding --
there were certainly procedures avail able that would
have required an up-or-down: The citizens petition
process, for exanple, the supplenent process, for
exanple. The -- what -- the governnent has represented
that even if the request came in a nmore informal form
t he governnment woul d neverthel ess take a request for a
-- a |l abeling change to reflect a serious inadequacy in
| abel warning seriously and act on it pronptly.

JUSTI CE SCALI A:  Just so | understand what
you've said, this 3-nonth turnaround that you nentioned,
they are all requests from |l abel ed nﬁnufacturers, right?

MR. BOGRAD: No, Your Honor, these are --
these are actually --

JUSTI CE SCALI A: | thought you said that
generic manufacturers don't nake any requests.

MR. BOGRAD: | -- they could be -- they
could be from name-brand conpani es; they could be from
private citizens.

JUSTI CE SCALI A: Oh, okay.

MR. BOGRAD: It's whenever the agency
becones aware of information.

JUSTI CE SCALI A2 Oh, | see.
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MR. BOGRAD: But the agency al so processes
suppl enent requests, according to its web site, in 97
percent of the cases or something, within 4 nonths.

It'"s not -- it's -- it is a matter of nonths, not -- not
years.

JUSTI CE SOTOVAYOR: Can you, and | think
that this is part of what your adversary has been
t al ki ng about when he says we don't usually receive
adverse incident reports; they go to the brand
manuf acturer. So tell me what you view as your main
obligation. This is a little bit |Iike what Justice
Scal i a was aski ng.

You conme in and you say there's a drug, it
has an adverse effect, there shoul d Have been a war ni ng
about it because look at all of this literature, |ook at
all of this proof --

MR. BOGRAD: Uh- huh.

JUSTI CE SOTOVAYOR: -- that this drug is, in
fact, in some way plausibly or otherw se causing this
I ncident, and the | abel was inadequate to tell nme not to
do it. |Is that your obligation conpletely? You don't
have an obligation to show that this particul ar
manuf acturer knew that in some way?

MR. BOGRAD: Well, under nost -- under the

| aw of npst States, and this is true in both Louisiana
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and M nnesota, there is a reasonabl eness elenment in a
failure to warn claim but it's -- the standard is "knew
or should have known," so that the manufacturer --

manuf acturers are typically held to the -- to the

knowl edge of an expert in the field of the products they
manuf acture. And here the -- our contention has been
that if the generic manufacturers had nerely exam ned
the publicly avail able FDA dat abase of adverse event
reports, and nerely paid attention to reports in the
published literature that had since 19 -- the early
1990s had docunented a serious association between

| ong-term use of netoclopram de and tardive dyskinesia,

t hey woul d have had nore than sufficient information to
say to the agency, we need a change Here.

JUSTI CE SCALI A: Does a generic manufacturer
have to be an expert in the field in which it
manuf act ur es?

MR. BOGRAD: Under State |aw, yes, it does,
Your Honor.

JUSTI CE SCALI A: What does -- what does
bei ng an expert mean?

MR. BOGRAD: It neans --

JUSTICE SCALIA: In this context, being an
expert nmeans being able to produce exactly the drug that

has been approved by the FDA, right? You don't have to
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be expert in anything el se?

MR. BOGRAD: That's incorrect, Your Honor.
They have to be --

JUSTI CE SCALI A: \What el se do they need?

MR. BOGRAD: They have to renmain informed of
t he dangers posed by the products they sell. They have
obligations --

JUSTI CE SCALI A: That doesn't make them an
expert. |I'mtal king about what expertise does -- does
t he conpany have to -- to possess. It surely has to
possess the chem cal expertise to produce exactly the
product that the -- that the -- that has been approved
by the FDA. What other expertise is necessary?

MR. BOGRAD: Well, Your Honor, one of their
obligations under Federal lawis to go to the agency
every year and identify significant new i nformation that
woul d affect the safety or efficacy or |abeling of their
product, which neans they have to have the capacity to

evaluate information that is out there, and that --

JUSTICE SCALIA: | don't think that'd take
any expertise. You have people who conplain, |I've taken
-- I'"ve taken your pill, and it -- it, you know, it's
caused -- this is expertise? That's not what | normally

think of. \Whereas a drug manufacturer does, indeed,

requi re expertise, conducting tests and know ng what
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changes wi |l produce what results and so forth; right?

MR. BOGRAD: No, Your Honor. In fact, in
this particular context we're tal king about a use that
was never approved by the FDA. We're tal king about use
beyond 12 weeks, which had never been evaluated. So
there's really no basis to assune that the name-brand
manuf act urer here had any nore expertise --

JUSTI CE BREYER: Suppose they had. Suppose
that -- is a generic required to file adverse incident
reports?

MR. BOGRAD:. Yes, they are, Your Honor.

JUSTI CE BREYER: Ckay. Now, inmagine a
conpany that files every adverse incident report,
conplies conpletely; period. Now, iﬁ your view does it
have an additional obligation?

MR. BOGRAD: Yes, it does, Your Honor.

JUSTI CE BREYER: And what is that?

MR. BOGRAD: It has an obligation under
201.57(e) to initiate a | abel change --

JUSTI CE BREYER: Ckay.

MR. BOGRAD: -- process whenever it has
reasonabl e --

JUSTI CE BREYER: Now, their argunent is that
in respect to their failure to do the first, that's

Bucknman. That is simlar to Buckman.
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MR. BOGRAD: All right. If we -- we were
t al ki ng about --

JUSTI CE BREYER: Now. And that's what | --
now, as to the second, it just doesn't add anything.

The FDA has all that information.

MR. BOGRAD: Oh, that's -- that's incorrect,
Justice Breyer.

JUSTI CE BREYER: All right. Now, why is it?

MR. BOGRAD: It's -- well, as this Court
said in Levine, the FDA has 11,000 drugs it needs to
nonitor and stay on top of, and it doesn't have the
resources necessary to pay attention to every adverse
event report it gets and every report that is published
in the scientific literature. The réason t hat
manuf acturers bear the primary responsibility is because
they -- they need to trigger the FDA's focus on a
particul ar issue here. Here this information was
avail abl e since the md '90s.

JUSTI CE BREYER: Your basic argunment, |'m
getting this now, that -- | think -- is that the
failure is, where State law has a right to enter, is to
require themto keep track of adverse incidents and
other things in the -- and do their best to change the
| abel , which will consist of going to the FDA, |ikely,

and asking themto change.
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MR. BOGRAD: Exactly, Your Honor. Their
obligation -- their obligation under State lawis to
provide a warning. What they should have done, and if
you take -- what they should have done is go to the FDA
and ask the FDA to approve a stronger warning. |[If the
FDA had said no, they would have a preenption.

CHI EF JUSTI CE ROBERTS: Counsel --

JUSTI CE ALI TO. Suppose a generic -- suppose
that the FDA issued a rule that says a generic drug
manuf acturer has no obligation to request a change in
| abeling. Could a generic drug manufacturer be held
liable on a failure to warn claimon the theory that it
coul d have | obbied the FDA to change the rule that says
t hat the generic drug manufacturer hés no obligation to

ask for a change in | abeling?

MR. BOGRAD: | -- | don't have an i medi ate
answer to that, Justice Alito. The -- the -- the State
-- the -- 1 -- the question is whether there would be a
direct conflict between State and Federal law. It seens
to me unless -- I'"'msorry. Oh, that's the 5 mnute

li ght.

Unl ess the --

JUSTICE ALITO Isn't that why -- isn't that
where your theory |eads?

MR. BOGRAD: My -- ny theory leads to the --
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to the proposition that, unless Federal |aw precludes
themfrom-- fromgoing to the process of strengthening
their warning |abel, then the State nmay legitimtely
enforce its obligation to protect its citizens' health
and safety. | think it's inportant in this regard --

JUSTI CE ALITO. But your theory is that they
have a duty to pursue an informal process that is
nowhere provided for under the FDA rules; and so | don't
-- soit's a duty to | obby the FDA basically to change
the rules, isn't that right?

MR. BOGRAD: Justice Alito, well, as you
know, we disagree with the governnent about whether
certain formal processes were available. But --

JUSTI CE ALITO Assuning\that they're
correct in their interpretation of their own
regul ati ons.

MR. BOGRAD: But assunming -- but -- but if
we're talking -- but there may not be a formal process,
but there is a formal obligation, both under statute,
not to sell a m sbranded drug, and under regulation, to
revise your |abeling as soon as there's reasonable
evi dence of an association of a serious hazard with the
drug. And | think it's --

JUSTI CE KENNEDY: What is your -- what is

your explanation for why Buckman isn't applicable here?
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MR. BOGRAD:. Because, Your Honor, this is --
and | should start by saying that in Buckman there was
-- the suit was not against the manufacturer; the suit
I n Buckman was agai nst a consultant that -- that hel ped
t he manufacturer get FDA approval. There was a separate
product liability action against the manufacturer that
had al ready been litigated and settl ed.

The -- Buckman said: W're not talking
about traditional causes of action, State |aw causes of
action like in Lohr, or like in -- or as this Court
again said in Weth v. Levine; we're tal king about a
case where the whole centrality of the claimis prem sed
on the relationship between the conpany -- or the
def endant and t he agency. \

This is not that case. W're -- this case
is about the -- the duty that the conpany owes to ny
clients and their doctors to provide themw th adequate
war ni ngs. That duty, which is -- has been recogni zed by
this Court innunerable tines, conplenents the FDA
statutory schenme by creating incentives for conpanies
| i ke the Petitioners to --

JUSTI CE KENNEDY: Well, the suit was brought
by the injured person in Buckman.

MR. BOGRAD: But --

JUSTI CE KENNEDY: And it's simlar in that
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respect. And in Buckman there was a -- a formal
relationship which did not permt the cause of action,
and it seens to nme you could at |east argue that a
fortiori there should be no cause of action when there
an informal relationship.

MR. BOGRAD: | -- I'mnot sure | followthe
a fortiori point in this context, Your Honor. But in
Buckman there was no rel ati onshi p what soever between the
consul tant, the Buckman Conpany, and the injured person.
The Buckman Conpany's dealing were -- had been
exclusively with the agency.

They had had no deal i ng what soever -- they
had not failed to warn. That's why we -- the plaintiffs
had created this bizarre cause of acfion, and it's -- we
think it's a wholly distinguishable case.

| think it's inmportant to remenber, first
off, the world in which we |live today. 70 percent of
all prescriptions are filled with generic drugs. A
third of generic drugs no | onger have nane-brand
conpetitors at all, because the econom c -- because the
name brands have wi thdrawn fromthe market, so that --

JUSTI CE SCALI A: Sonmebody has been appoi nted
in all those cases to sort of carry the flag, right?

MR. BOGRAD: Sonebody has been appointed to

be the reference-listed drug. They have not been
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appoi nted to have obligations distinct fromthe other

generic conpanies as far as updating | abel clains.
JUSTI CE SCALIA: Don't they have a distinct

obligation to propose | abeling changes when they -- when

they think they' re necessary?

MR. BOGRAD: | -- Your Honor, that would be
a question better directed to M. Kneedler, but | don't
believe -- | don't believe that there's a -- there's a
di fference.

Any -- we have a system today where every

State has a drug substitution |law that drives
prescriptions to be filled with generics rather than
name- brand products. We have a system where Medicare,
Medi cai d, and insurers force or encodrage t he
substitution of generics through -- through price

i ncentives. |If generics are not responsible, in many of
t hese cases no one is responsible.

The -- we -- the position that the generics
are proposing here is one in which they would be i mune
fromliability for selling a product with inadequate
war ni ngs, even though the nanme-brand conpany selling the
sane drug with the same warnings would be liable. There
IS no suggestion anywhere in the record, Your Honor,
anywhere in the legislative history or in the text of

Hat ch- Waxman or in FDA regul ations that that distinction
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was ever contenpl ated by Congress, that it was ever
sanctioned by the FDA

| would like to nake one final point, Your
Honor. In Bates -- and | apol ogize; we didn't address

this specifically in our briefs, because | didn't notice

it until later -- the statutory scheme at issue in
Bat es, under FIFRA, was al nost identical to the -- |I'm
sorry. | see ny tinme has expired. May | finish ny

poi nt, Your Honor?

CHI EF JUSTI CE ROBERTS: You can finish your
sent ence.

JUSTI CE SCALI A: Mke it a long sentence,
with a lot of "ands."

(Laughter.)

MR. BOGRAD: There was no CBE equivalent in
Bates in the -- under the FIFRA statutory schenme, and
yet this Court upheld against a notion to dism ss on
preenption grounds a failure to warn claim admttedly
under an express preenption provision. This Court
uphel d a cl ai m agai nst a pesticide manufacturer even
t hough the pesticide manufacturer could not have changed
its warning w thout prior EPA approval, exactly the sane
situation that confronts the generics here.

Thank you, Your Honor.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.
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M . Kneedl er.
ORAL ARGUMENT OF EDW N S. KNEEDLER
ON BEHALF OF THE UNI TED STATES, AS AM CUS CURI AE,
SUPPORTI NG THE RESPONDENTS

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

The Hat ch- Waxman Anendnments were designed to
facilitate the entry of generic drugs onto the nmarket.
They do not absolve a manufacturer of his
responsibilities after entry onto the market to maintain
the safety of the drug and the adequacy of -- of the
| abel .

JUSTI CE KAGAN: M. Kneedl er, suppose
that I'mnot sure | agree with you tﬁat there is an
obligation of the kind that you say for a generic drug
manuf acturer to come forward and request a | abel, but |
do think that there's an opportunity for that
manuf acturer to come forward and ask the FDA to revise a
| abel. If that's the way | read the | aw, does your
result follow? Do you think, then, that State | aw
claims should be able to go forward?

MR. KNEEDLER: Yes, we do, because the
ultimate question in the preenption case is whether
there's a conflict. And if the -- if the manufacturer

has an opportunity to come to FDA, even if -- even if
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the Court were to conclude it didn't have an obligation
to do so, if it had the opportunity to do so and did
not hi ng when -- when dramatic evidence, you know, by
hypot hesis, canme to its attention, it wasn't prohibited
fromdoing so. There was no --

JUSTI CE SCALIA: Well, | assunme that the
patient's physician has the same opportunity. Anybody
could go to the FDA and say this | abel ought to be

changed, right? So the -- the physician taking care of

this plaintiff didn't -- had the opportunity to go to
the FDA and didn't. |Is there a cause of action agai nst
hi n?

MR. KNEEDLER: Well, the -- the FDCA does
not regulate the responsibilities of\physicians i n those
situations. The whole point of the |labeling --

JUSTI CE SCALIA: |I'mnot tal king about what
the -- the FDCA regul ation. W' re tal king about what
State law would allow, and State |aw would allow a suit
agai nst the physician because he did not take advantage
of the opportunity to go to the FDA and propose a | abel
change.

MR. KNEEDLER: No, | think State | aw
woul d -- would inpose an obligation on the physician to
adequately advise the patient, but what's so different

is, the physician relies upon the labeling. |If the
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physi ci an has the information, the physician, on his own
initiative, could tell the patient or warn the patient
about what's going on without -- wi thout having to go to
FDA at all.

CHI EF JUSTI CE ROBERTS: So if your theory of
the case is accepted, this is what will happen: Every
time a generic manufacturer gets an adverse incident
report, it will send that on to the FDA, and there w |
be a boilerplate sentence at the end of it saying, W
t hi nk you shoul d consider revising the | abels because of
this, and then, under your theory, that manufacturer is
conpletely protected from State suits?

MR. KNEEDLER: Several things. The
manuf act urer does, of course, have tﬁe obligation to
furnish the adverse event information that it receives.

CHI EF JUSTI CE ROBERTS: Sur e.

MR. KNEEDLER: But if -- if the standard in
regul ation 57(e) is net, where there's evidence,
reasonabl e evi dence, of a serious hazard, it has an
obligation --

CHI EF JUSTI CE ROBERTS: Well, they're not
going to take a chance. They're going to say, if you're
the FDA, you |look at it. We're just telling you what we
know, and we think you ought to consider revising the

| abel .
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MR. KNEEDLER: But they are -- they are to

propose -- in our

view, are to propose a | abeling

change, which neans that the --

CHI EF JUSTI CE ROBERTS: Okay. We think you

shoul d revise the label; if you agree, this is what it

shoul d | ook li ke.

MR. KNEEDLER: Yes, and we don't -- we don't

think it will lead to a flood of such requirenents in

the wake of this

CHI EF JUSTI CE ROBERTS: Does it lead to

preenpti on?

MR. KNEEDLER: Par don ne?

CHI EF JUSTI CE ROBERTS: Does it lead to

preenpti on?

MR. KNEEDLER: If the -- if FDA rejected the
request, there would -- there would be preenption,
because FDA -- it would have been submitted to the

expert agency, as we think is required.

CHI EF JUSTI CE ROBERTS: Right. Wuldn't

you -- if you wer

e the generic conmpany's |awer, you

woul d advise themto do that in every case, right?

MR. KNEEDLER: | don't think I -- | don't

think in every case. | think it's -- if -- but here,

here we have a si

t he all egations,

tuati on where, at |east according to

t here were published studies of
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| ong-term use of this product.

CHI EF JUSTI CE ROBERTS: No, | know that's
what this case is, but if -- a reasonable generic
manuf acturer woul d be worried about every case, and it
woul d just add this boilerplate | anguage at the end of
every letter, and as | understand your theory, they
woul d be protected.

MR. KNEEDLER: It's not just boilerplate
evidence at the bottomof the -- as part of a letter.
What the -- what the Federal Register notice told the
manuf acturer to do was to -- was to submt the proposa
to FDA with supporting information. |In other words,
suppose it's the sort of subm ssion that would -- that
woul d be Iike --

JUSTI CE SCALI A: That would be the -- the
prol ogue -- the prologue to the rule said that, and the
rul e was never submitted for notice and comment. |Is
t hat what you're relying on, that prol ogue?

MR. KNEEDLER: Well, | -- 1 think, to put it
in context, these were the regulations actually
I npl ementi ng the Hatch-Waxman statute, and there was a
proposal to allow the manufacturers to deviate from
the -- fromthe NDA hol ders' |abel and put their own on
it. And the -- and FDA said, no, you can't do that, but

what you should do is bring it to FDA, and FDA wi ||
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deci de whether to change the | abels for everyone.

And so this was part and parcel of the
noti ce and comrent rul emaki ng: How should -- how should
a generic manufacturer deal with a situation where it
has information that may deviate from the NDA
hol der's -- how should it --

JUSTICE ALITO Has the FDA made any
cal cul ati on of the econom ¢ consequences of inposing
this duty on generic drug manufacturers? | don't know
whether this is a good idea or not, but it does seemto
me that it may significantly increase the costs for
generic drug manufacturers, and therefore counteract one
of the objectives of the statute, which was to provide
generic drugs at a | ow cost.

MR. KNEEDLER: To ny know edge, FDA has not
done an analysis. But it's inportant to understand the
duty here derives fromthe m sbrandi ng provisions. A
generic drug manufacturer is not exenpt fromthe
m sbrandi ng requirenments of the act, which prohibit
distributing a drug that does not have adequate --
adequate warnings, and rule 57(e) requiring a
manuf acturer to propose a warning or to make a warning
change if there is evidence of a serious hazard
i mpl enents that misbranding requirement. So this is not

an inposition by FDA. This is an underlying requirenent
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of the act.

| would --
JUSTI CE SOTOMAYOR: Am | -- aml|l to
understand -- and | think I am understanding you. There

is a legal obligation in the statute to report adverse
events. You're saying that the statute also requires
every manufacturer, of whatever type, to nonitor the
safety of the drug they're selling? |Is that what you' re
sayi ng?

MR. KNEEDLER: State --

JUSTI CE SOTOVAYOR: And if reasonable
evi dence, whether directly in their possession or in the
mar ket pl ace - -

MR. KNEEDLER: The -- thé FDA regul ati ons do
not explicitly require nonitoring of literature, but --
but there's no conflict in State law inposing a duty to
do that.

If I -- if I may just discuss Buckman for a
m nute, because --

JUSTI CE SCALI A: How do you deci de whet her a
generi c manufacturer ought to have proposed a -- a
| abel i ng change?

MR. KNEEDLER: |f the standard --

JUSTI CE SCALIA: This is a generic

manuf acturer. He doesn't know anything about -- about

50
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

science. He knows how to replicate this pill exactly.
That's all -- that's all he really knows.

Now, what is the test you're going to inpose
to -- to a jury to decide whether this generic
manuf acturer ought to have -- ought to have proposed a
| abel i ng change?

MR. KNEEDLER: It's the --

JUSTICE SCALIA: Is it -- isit, well, you
know, if he had been as well armed scientifically as the
original manufacturer of the |abeled drug, he should
have known or, you know, does this guy who graduated
from hi gh school and can replicate a pill, should he
have known? What -- what's the --

MR. KNEEDLER: I1t's the étandard in 57(e) if
there's evidence of a serious hazard, we think State |aw
can inpose on a generic manufacturer which is putting a

potentially dangerous product on the market the

obligation to -- to investigate.
Il would -- | would like to tal k about
Buckman for just a m nute, please, because it's -- it's

conme up. Buckman is fundanentally different. There was
no i ndependent State law duty to warn at issue in
Buckman. It was solely a tort based on lying to the
FDA. It is a tort that depended entirely on the

exi stence of the FDA.
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CHI EF JUSTI CE ROBERTS: And in the brief --
and in the brief that you filed you said one of the
concerns is that people are going to flood the FDA with
all these warnings and -- and whatever, and that would
interfere with the FDA's ability. Now you're telling
me -- you -- you said when you started out that you
think it's unlikely or you don't think it's likely. 1In
your brief it said SG | anguage you said we're not
prepared to predict that a ruling would do this.

So, why is that a difference between those
two cases?

MR. KNEEDLER: Well, Buckman was a situation
of a collateral attack on a decision that had actually
been made by FDA. There was no indeﬁendent duty --
State |aw or duty to warn, no relationship between the
person submtting information to FDA. It was just a
State nmaking the tort to lie to the FDA, and you woul d
have had the State regul ati ng not hi ng but the
rel ati onship between the manufacturer and FDA.

Here State law is regulating the
rel ati onshi p between the manufacturer and -- and the
pati ent through the doctor, and that's a traditional

area of State regulation, duty to warn, and, Justice

Kagan, | think you're right, the question then is
whet her there is an affirmati ve defense of -- of
52
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preenption, and the preenption cones in. It's very
different from Buckman in that situation.

It's up to the defendant to prove, it's not
an el ement of the cause of action as in Buckman. It's
part of the defense for the defendant to prove that --
that it is -- that the cause of action is preenpted.

And in our viewit's not preenpted if the
standard in 57(e) is nmet to propose a |l abeling change
that is an obligation that extends to all manufacturers
generic or not.

CHI EF JUSTI CE ROBERTS: Well, but it's
not -- the regulation doesn't say propose a | abeling
change. It says labeling shall be revised, and the one
thing we know is that the generic naﬁufacturer can't
revise the |abeling fromthe branded one.

MR. KNEEDLER: It can't revise the |abeling,
but that doesn't nean it can do nothing. |Inpossibility
preenption kicks in only when it's genuinely inpossible,
and if the manufacturer could go to FDA and propose a
| abel i ng change, it is not inpossible for to it do that.
At that point it's up to FDA and preenption would kick
in.

CHI EF JUSTI CE ROBERTS: Thank you,

M . Kneedl er.

M. Lefkowitz, you have your 5 m nutes
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remai ni ng.
REBUTTAL ARGUMENT OF JAY P. LEFKOW TZ
ON BEHALF OF THE PETI TI ONERS

MR. LEFKOW TZ: Thank you.

M . Kneedl er has basically postul ated a
situation where we're going to have jury trials about
whet her a Federal duty to the FDA was breached. And
it's interesting, he says that this isn't Buckman, but
of course, Buckman involved the sanme duty not to sell a
dangerous product, and the same issue of |ack of
di scl osure to the FDA

Now, he says it was a collateral attack, but
actually that was the prem se of Justice Stevens'
concurrence, where Justice Stevens séid | get to the
same result for a different reason. What the Court said
was not hi ng about a collateral attack.

JUSTI CE SOTOVMAYOR: Counsel, the difference,
as | see it, is that they're not suing you for a failure
to tell the FDA. They're suing you for a failure to
tell them It's you who are interposing a defense and
saying | manufacture a dangerous drug, and | have no
obligation to nonitor and ensure that the | abel is
accurate.

And what the governnment is saying, as |

understand it is, no, you do. Yes, we understand you
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want to sell nore cheaply, but not at the cost of public
heal t h.

So what's wong with that argunent?

MR. LEFKOW TZ: Justice Sotonayor,
respectfully, what's wong with the premses, if they're
claimng failure to warn, it's a very sinple case of
| npossibility preenption. W couldn't warn, and the
governnment's brief makes clear we had no ability to
war n.

What the governnent is now doing is it's
taking a regul ation, 201.57, which doesn't say the word
"ask" init. It actually says "revise." And it says
revise because it's a regulation witten for brand
manuf acturers that have the CBE optidn available to
them and they are then trying to incorporate the words
"duty to ask™ through this brief wi thout, as Justice
Alito says, taking into any account through notice and
comment rul emaking the effect of this.

Vel l, we know that there are over 1,600
requests for |abeling revisions pending at the FDA now,
650 of them are pending for nore than 6 nonths. And at
the relevant tine of this case, Your Honor, not only
woul d we have had to ask the FDA, but then the FDA would
have had to negotiate with the brand, because prior to

t he FDAAA anendnents, the FDA couldn't order a brand to
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change, so we would have had to make the request, the
FDA woul d have had to negotiate the brand change, and
t hen we woul d have had to follow.

JUSTI CE KAGAN:  Well, M. Lefkowitz, if you
had asked, you would be in a different situation. |If
you had asked and the FDA had sat on it or was
negoti ating, then you could say, |ook, we' ve done all we
can right now. But you're not in that situation. You
in fact, have not done all you can right now to change
the | abel because you never wote that letter.

MR. LEFKOW TZ: Your Honor, and again just
to pick up on -- on what Chief Justice Roberts said and
Justice Scalia said, we have done everything we are
required to do, which is to provide éll of the
I nformati on about adverse reports that we have and al
of the results of our investigations to the governnment.
And if the government wants to inpose a new duty through
noti ce and conment rul emaki ng sayi ng, and now we have a
duty to ask for a | abel change, in addition --

JUSTI CE Gl NSBURG. The government is taking
the position that there's no clash between the
governnment, the State, and Federal law. [It's not saying
that you commt sone kind of Federal offense if you
don't file this law. The governnent is saying, the

gquestion is preenption. |Is there a clash between
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Federal and State law to traditional Federal warn you
have a preenption defense if you tell the FDA, and if
either the FDA does nothing or tells you, no, we're not
goi ng to change the | abel?

MR. LEFKOW TZ: Your Honor, Buckman nmakes
very clear that a State trying to regulate disclosure
obligations to the Federal Governnment is sinply off
limts, and in fact --

JUSTI CE GINSBURG. The -- the -- Buckman was
about, was a -- it was a very odd case to be brought
under State law for fraud on a Federal agency.

MR. LEFKOW TZ: Your Honor, it was a case
brought by a plaintiff who was injured claimng that the
conpany had not made proper, adequaté di scl osures to the
FDA. It's the sane thing here, and | just want to
poi nt - -

JUSTI CE SCALIA: M. Lefkowitz, do you agree
with Justice G nsburg's characterization of the
governnment's position? | thought the governnent was
saying that there was an obligation on the part of the
generics to propose changes.

MR. LEFKOW TZ: Absolutely. \What they are
saying --

JUSTI CE SCALI A: O herw se, the governnent

woul d be saying you have an obligation to | obby, and I
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don't think they're saying that.

MR. LEFKOW TZ: Well, in a sense the
governnment is really saying we -- to |obby or to propose
changes is a -- is a very fine distinction. Clearly,

what the governnent is now saying is they are reading a
regul ation that they've always interpreted as being only
applicable to brand conpani es and saying now it's
applicable to their conpanies and it incorporates new
| anguage that says not just revise but ask.

CHI EF JUSTI CE ROBERTS: Thank you,
M. Lefkow tz. Counsel, the case is submitted.

(Wher eupon, at 11:05 a.m, the case in the

above-entitled mtter was submtted.)
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