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I N THE SUPREME COURT OF THE UNI TED STATES

e e e o ool Ll ox
ASTRA USA, INC., ET AL.,
Petitioners : No. 09-1273
V.
SANTA CLARA COUNTY, CALI FORNI A
e o o ool ox

Washi ngton, D.C.

Wednesday, January 19, 2011

The above-entitled matter canme on for oral
argument before the Suprene Court of the United States
at 11:08 a. m
APPEARANCES:

LI SA S. BLATT, ESQ , Washington, D.C.; on behalf of
Petitioners.

Gl NGER D. ANDERS, ESQ., Assistant to the Solicitor
CGeneral, Departnment of Justice, Washington, D.C.; on
behal f of the United States, as am cus curi ae,
supporting Petitioners.

DAVI D C. FREDERI CK, ESQ., Washington, D.C.; on behalf of

Respondent .
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PROCEEDI NGS
(11: 08 a. m)

CHI EF JUSTI CE ROBERTS: We'Il hear argunent
next this nmorning in Case 09-1273, Astra USA v. Santa
Cl ara County.

Ms. Blatt.

ORAL ARGUMENT OF LISA S. BLATT
ON BEHALF OF THE PETI TI ONERS

MS. BLATT: Thank you, M. Chief Justice,
and may it please the Court:

There are three reasons why section 340B
entities do not have a cause of ation to enforce the
pharmaceuti cal pricing agreenment between the Secretary
and manufacturers.

The first reason is that this comon | aw
breach of contract suit is indistinguishable from an
inmplied right of action to enforce the statute, a right

Respondent concedes it does not have.

JUSTI CE SOTOVAYOR: | don't understand that.
A private contract is just that. Two parties go into
the contract. They set the terns of their deal. No one
forced the manufacturers to enter into this deal. So

why isn't the issue exactly what the circuit court said:
VWhat was the intent of the parties to the contract? You

want to make it Congress's intent, but this is a private

3
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

deal between you. And Congress may have specified sone
terms to include, but --

MS. BLATT: Yes. And the -- what is being
chal |l enged here is the contractual termthat
I ncorporates in haec verba the manufacturer's ceiling
price obligations under the Act, and a third-party
beneficiary's suit to enforce the contract asserts the
sane right, seeks the sane renmedy, and causes all the
sane disruptions as a right of action to enforce the
statute.

And anot her way of saying that is, if the
case begins with the pren se that Congress foreclosed
340B entities frombringing an inplied right of action
t hrough the front door, Congress did\not | eave t he back
door open to essentially the same suit.

JUSTI CE SOTOVAYOR: How do you answer the
point that, if Congress wanted to nake this a pure
regul atory statute, it wouldn't have even required a
contract? It would have just passed a statute that says
anyone who wants to -- to sell to the -- to the States
or to the 340B entities -- you can't charge nore than
this price.

Why do we even need a contract, unless
i nherent with it is sone discretion in the agency who's
adm nistering it?

4
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MS. BLATT: Right. Well --

JUSTI CE SOTOVAYOR: Discretion that is
consistent with normal contract principles.

MS. BLATT: Right. Well, our position is
obvi ously that the parties had no discretion to confer
Article Ill power on courts to enforce an Act of
Congress, and this is. But the -- the basic answer is
that there has al ways been a huge difference between the
settled rule that parties to a statutory contract are
enf orceabl e -- they have a cause of action to enforce
the contract, because Congress spoke w th unambi guously
cl ear | anguage that the parties could sue. That's the
way statutory contracts nust work. They nust be
enf or ceabl e. \

But your answer, sort of as a practical
matter, what's the difference, is thisis a -- thisis a
contract, and we do think that the Federal |aw of
contracts and contractual renedies flow between the
parties to the contract. It's a bilateral agreenent,
it's not a regulation, and the Secretary nade specific
enforceable prom ses. And there's obviously no even
operation of the statutory mandate w t hout the contract.

But the reverse, in terns of the -- the
| ong-settled rule that parties nust be able to sue to

enforce a contract, there's an equally settled rule that

5
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beneficiaries under a statute do not have the right to
enforce it unless there's a cause of action.

Now, the test that | think Respondent
advocates and that the Ninth Circuit applied is a test
this Court has |ong since discarded, which is: Wll,
|'"ma beneficiary, and this is a good idea, and this is
sensible. Even if you don't buy our test of you have to
inmply the inplied right of action, these |lawsuits are
neither sensible nor a good idea and not what Congress
I ntended. And here's why.

And it is basically the second and third
reasons. So no natter how you cone at this case and the
| ens through which you |look at this, | think everyone
shoul d come out to the sane pl ace, mﬁich is that neither
Congress nor the Secretary nor the manufacturers signed
up to what is in essence -- would be over 14,000
| awsui ts agai nst 500 manufacturers chall enging the
pricing for over 35,000 nedications under Medicaid.

JUSTI CE SOTOVAYOR:  Your adversary clains
you gave up your argunent that the contract doesn't nake
t he manufacturers a third-party intended beneficiary.
Have you given up that argunent?

MS. BLATT: No. | think that the -- that
the whole thrust of the petition -- and obviously the

primary argunent is that this flouts the inplied right
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of action jurisprudence and it -- it conflicts with
congressional intent in all events. But one of the
harms, and sort of illustrating just how bad the
decision was, is this conferred rights that the parties
never imgined and that the Secretary did not -- did not
i nt end.

But I -- | think that, in our view, even if
the Secretary had wanted to, it's not the Secretary's
deci sion nor was it the manufacturers' decision to go
contract by contract and say this multi-billion dollar
health care programthat incorporates another, even
bi gger multi-billion dollar health care program-- we're
going to turn this over to Federal enforcenent, when on
the face of the statute reflects a déliberate deci si on
by Congress to withhold --

JUSTI CE SCALI A: Private enforcenent.

MS. BLATT: Private enforcenent -- to
w t hhold a private renedy in favor of 340B entities and,
i nstead, channel exclusive authority to the Secretary to
enforce it. And those three specifics, in addition to
the disruption, are that Congress gave manufacturers,
but not 340B entities, a private rei nmbursenment renedy
and a private --

CHI EF JUSTI CE ROBERTS: s it -- 1"m not

sure of the answer, but is it different in this case or

7
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unusual that the agreenent is between the Federal
Governnment and private entities, as opposed to what |
think is the nore typical situation in which these cases
cone up, where it's, say, an agreenent between the
Federal Governnment and a State?

MS. BLATT: Well, all your Medicaid cases,
obvi ously, under State plans --

CHI EF JUSTI CE ROBERTS: Yes.

MS. BLATT: -- and a lot of your inplied
ri ght of action jurisprudence is dealing with Spending
Cl ause legislation as to State entities. But there are
a nunber, a nunber -- the Rehabilitation Act, the
Davi s- Bacon Act, and a fair nunber of health care
prograns -- where the governnent confracts with private
parties as a public welfare mechanismto get to what |
t hi nk are conceded are beneficiaries.

Here, there's a nunber of beneficiaries.
It's not just the 340B entities. [It's the patient
popul ation that's being served and, obviously, the
Federal fisc. So --

JUSTI CE G NSBURG. Ms. Blatt, would you
explain the function that the contract mechani sm serves?
| mean, you could just have this -- you could just have
the statute say: Thou shalt not charge nore than the

ceiling price. Period.
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What -- what is acconplished by having the
contract reflecting the terns of the statute?

MS. BLATT: Well, | don't think it's any
different than Mobil G1 or Jackson Transit, where
Congress wants to specify the terms of the contract, and
the contract incorporates in haec verba the statutory
terms. And if there's a breach of that, there are
contractual renedies that flow.

But | agree with you that there's not a
whol e |l ot difference between our position and the
Governnent, because the Governnent is absolutely correct
that it's in haec verba and identical, and the statutory
obligation that we're tal king about that's incorporated
into the contract is that a certain éeiling price nust
be charged.

But the -- the other sort of practical
function is only manufacturers who enter into this
contract are subject to these price controls. So if
they -- a pharnmaceutical manufacturer doesn't want to
participate in the program they're not covered.

And in a typical regulation and I think
general sort of Spending Clause anal ysis, soneone who
accepts Federal funding has considered sort of inplicit
consent to the fundi ng obligations because they're

taking the nmoney. But here's there's an express

9
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mani f estati on both by the Secretary who signed the
agreenent and the contractors, the pharmaceuti cal
conpani es who signed the agreenent.

JUSTI CE KENNEDY: Before the statute was
amended by | think the Patient Protection Act and there
was a breach of the agreenment, did the governnment assess
penal ti es?

MS. BLATT: Well --

JUSTI CE KENNEDY: Because -- and the reason
" masking this is that you indicate that the governnent
had a contract renedy. It seenmed to ne it had a
regul atory renedy.

MS. BLATT: It has got a |lot of renedies.

It has -- but it -- \

JUSTI CE KENNEDY: What was the contract
remedy that it had at the tine this case arose, which
was before the -- these nmechanisns.

MS. BLATT: Yes. They're -- right. W are
still -- today is no different than yesterday, because
not hi ng has happened to i nplenent the 2010 health care
reform except that there are now nore civil nonetary
penalties than there were.

But the governnment has statutory penalties,
civil nonetary penalties, a right of audit. It can

bring suits under the False Clains Act and can term nate

10
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both this agreement and the Medicaid rebate agreenent.

But as a -- the governnent has contractual
remedi es, too. | nmean, why Congress, | think -- a
sensi bl e inference for why Congress picked contracts is
that this is -- this piggybacks off the Medicaid rebate
program and that uses contracts. And that instead --
that in turn, rather, used contracts because the States
had negoti ated rebate agreenents with drug conpani es way
before 1990. And so Congress continued the contract
feature.

And then, since the pricing conponents under
this program are the same pricing conponents under the
Medi cai d rebate program both prograns are parallel and
t hat both use agreenment, one is the Nbdicaid rebat e
agreenent. In this case, it's the pharmaceutical --

JUSTI CE SCALIA: M. Blatt, you said that
there's not a whole | ot of difference between your
position and the Governnent's. \What is the difference
bet ween your position and the Governnment's?

MS. BLATT: Well, the Governnent says a
contract is not a contract even though it says it's a
contract. Qur position is this a contract.

JUSTI CE SCALI A: That doesn't make nuch
sense, does it?

MS. BLATT: The -- the Governnent sees this,

11
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| think, as just a unilateral -- that the manufacturers
wal ked in and said we're here and happy to be bound.

But the agreenent on its face says the Secretary nakes
the followi ng agreenent; the Secretary prom ses this.

The nost inportant prom se the Secretary
made to manufacturers is that the Secretary said that
she would not term nate the agreenent w thout good
cause, 60 days' notice, and certain conduct that the
manuf acturer did would not constitute grounds for
term nation.

JUSTI CE SCALI A: What did the manufacturer
prom se in exchange for a contract? You do need
consideration. What did they prom se that they weren't
al ready obliged to do by | aw? \

MS. BLATT: Well, the billions and billions
in price discounts they were not obliged to do unl ess
they -- they signed the contract. But the contract goes
through a ton of manufacturer responsibilities. The
manuf acturer -- if the Secretary thinks that there is
rei mbursenent that's owed, the Secretary can order
rei mbursement, and the manufacturer has -- it's a --
it's a pretty substantial --

JUSTI CE BREYER: So what is Santa Clara
County supposed do? They -- they think they're being

overcharged. And in your opinion, they -- the conpany

12
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doesn't, but they do. So what are they supposed to do
If they're right? How do they get the noney?

MS. BLATT: Well, the way they have been
getting the noney, and for better or worse until 2010,
t hey have been at the nmercy of the vastly |arger
Medi cai d rebate program which is run on behalf of the
States. And because this programis so snmall conpared
to that program all the enforcenent activity, which is
all the False Clains Act settlenments that Respondent
cites in his brief, that's how, as a practical mtter,
it's been enforced.

JUSTICE BREYER: |I'minterested in
procedurally what are they supposed to do?

MS. BLATT: Oh, pick up fhe phone and eit her
call the manufacturer, the prinme vendor --

JUSTI CE BREYER: The manuf acturer says:
Okay, you're wong. |I'mnot; |'m undercharging you

Now what happens.

MS. BLATT: Utimately, if they can't get
the Secretary to --

JUSTI CE BREYER: He's busy.

MS. BLATT: |[If she's busy and won't return
the calls, Congress said you can't enforce it --

JUSTI CE BREYER: Well, Why can't they -- can

they, for exanple, file a claimwth the -- with the

13
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Secretary and say we would like the Secretary to order
themto give us the noney; they're violating this? They
go to an adm nistrative |law judge. |Is there an

adm ni strative remedy of sone kind that woul d be
reviewable in the courts for reasonabl eness?

MS. BLATT: There's just -- right now,
there's just an informal, non-nmandatory --

JUSTI CE BREYER: Okay. So why is it
reasonabl e, then, to think that the Secretary woul d have
entered into a contract which is going to benefit them
and there's no renmedy?

MS. BLATT: Because the statute itself said:
We're going to go out of our way to give manufacturers
remedi es, make this confidential; naﬁufacturers have
rights of audit, but 340B entities don't. The Secretary
-- here's a vast arsenal of things at your disposal, and
it's channel ed through that regul atory regine.

JUSTI CE BREYER: But normally under the |aw
from Marbury v. Mdi son onward, where there's a w ong,
there's a renedy.

MS. BLATT: But - -

JUSTI CE BREYER: And the remedy could be
adm ni strative, could be judicial, et cetera. But
you're saying there's none?

MS. BLATT: No. | think 30 years have said

14
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that we're not going down that road. | nean, in
Gonzaga, there was a breach of the statutory provision,
and students presumably are harnmed when private

I nformation gets disclosed. But every private right of
action case where you've said no, the argunent has
been --

JUSTI CE BREYER: But in such cases, there
very often is an adm nistrative renmedy --

MS. BLATT: That's true.

JUSTI CE BREYER: -- and the person al ways --
any individual in the United States can go ask any
agency to do anything, and there is even review in
I nstances of a refusal to withhold -- a w thhol ding of
action.

MS. BLATT: There's al ways an APA action
agai nst the Secretary. | just think --

JUSTICE BREYER: |Is there here? You said
t here was.

MS. BLATT: Well, | think it would be hard
to bring an APA acti on.

CHI EF JUSTI CE ROBERTS: What about a Fal se
Cl ai ms Act action?

MS. BLATT: Yes. Yes. And False Clains
Acts are brought. There's a lot of them and there's a

mul titude of settlenents that are outlined in the

15
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

briefs.

JUSTI CE GINSBURG: Well, to the extent that
you're objecting to the disruption of the Secretary,
there is disruption when it's a private party bringing a
Fal se Cl ai ns Act.

MS. BLATT: Well, it's not a private party.
It's the private party who's assigned the claim |
mean, the case is brought in the name of, and it is a
case by the United States. And that's significant
because the United States has conplete and total control
over that case. Here, the problem-- it's bad enough --

JUSTICE GINSBURG. Even if the United States
doesn't take over the case, just lets the qui tam
relator -- \

MS. BLATT: Right.

JUSTI CE Gl NSBURG. -- proceed?

MS. BLATT: Yes, that's right. It's still
brought in the name of the United States with hei ghtened
pl eadi ng requirements, and they actually have to allege
a knowi ng fal se statenent.

CHI EF JUSTI CE ROBERTS: You -- you enphasi ze
that the contract has the | anguage in haec verba of the
statute. What if -- what if it doesn't?

The statute inposes certain provisions. The

pricing | guess is the key one. But in a private deal,
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when you're arranging for the delivery of, you know,
phar maceuticals, you could have a | ot of provisions.
It's got to be delivered by this nuch. You' ve got to
have this much inventory. You've got to -- whatever.

| mean, what if the contract here included
terns beyond those in the statute? Could those be
enforced by the third-party beneficiaries?

MS. BLATT: Yes. And there is --

CHI EF JUSTI CE ROBERTS: Yes?

MS. BLATT: If it's not enforced in the
statute -- only if -- and | think it's significant that
plaintiffs always | ose under a third-party beneficiary
because the bar is so high. The governnent al ways
enters into contracts on behal f of sdnebody, and the
governnent rarely intends to confer enforceable rights,
and the parties rarely do it.

But if you had an express provision outside
the statute that said we intend to confer enforceable
rights on third parties, and it's not an enforcenment of
the statute at all, then all your jurisprudence for
determ ni ng congressional intent aren't being subverted
and aren't being underm ned.

| could give you an exanple. | nean, it
coul d be anywhere from sonething just conpletely outside

the statute. Together, the pharnmaceutical conpanies
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coul d say we hereby agree to nake a contribution every
year to the clinic or hospital for a holiday gift. That
woul d be an odd contract. | don't see the Secretary
entering into third-party beneficiary contracts. A nuch
nore efficient way would just be to contract with the
entity itself.

But | think this is just another way of
saying that a | ot of the energy and breath in the court
of appeals woul d be saved in going through why the
common | aw doesn't confer it because congressi onal
intent, by and large, is going to line up with the
Secretary, the party's intent.

But when you're talking in haec verba, and
this could not be nore precise becauée it's the exact --
it's actually not even 340B. The allegation is it's a
violation of the Medicaid Rebate Act pricing reporting
requirements. It's -- congressional intent is all that
matters.

JUSTICE SCALIA: Is this a contract with the
Secretary or a contract with the United States executed
on behalf of the United States by the Secretary?

MS. BLATT: It is a contract executed by
HRSA, the adm nistrator of -- an agency w thin, and he
or she, whoever the adm nistrator is at the tinme, enters

it on behalf of the Secretary. So the --
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JUSTI CE SCALI A: On behalf of the --

MS. BLATT: So it's in the nanme of the
Secretary.

JUSTICE SCALIA: It's in the nanme of the
Secretary?

MS. BLATT: It says -- | nmean, it's in the
Pet. App. starting at around 169. It says the
Secretary. And you don't have the signature page, but
|'"ve seen them They're all signed by the adm nistrator
of HRSA, which is the -- the organization within HHS,
not CMS but HHS, that runs the 340B program But if |
could -- actually, I'll just save the remainder for
rebuttal.

CHI EF JUSTI CE ROBERTS: fhank you, counsel.

Ms. Anders.

ORAL ARGUMENT OF G NGER D. ANDERS

ON BEHALF OF THE UNI TED STATES, AS AM CUS CURI AE,
SUPPORTI NG THE PETI TI ONERS

MS. ANDERS: M. Chief Justice, and may it
pl ease the Court:

The pharmaceutical pricing agreenent should
not be construed to permt 340B entities to bring suit
to enforce drug manufacturers' price reporting
requi rements for two reasons: First, the PPA is not an

ordinary contract, and it does not transformthe 340B

19
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program from a regul atory scheme into a contractual one.
Li ke a Medi care provider --

CHI EF JUSTI CE ROBERTS: Is it -- is it a
contract at all?

MS. ANDERS: It's not an ordinary contract
in that it doesn't give rise to contract rights in
the -- in the regulated entities. This is very simlar
to Medicare provider agreenents, in which a health care
provi der who wants to enter into the Medicare program
and provide services agrees -- signs an agreenent in
whi ch he agrees to abide by the statutes and regul ati ons
set forth in the Medicare programand, in return for
that agreenent, is given the opportunity to participate
in the Medicaid -- in the Medicare pfogranl

JUSTICE ALITO Well, how do we distinguish
bet ween what you call an ordinary contract and this sort
of a contract, if it's any kind of contract?

MS. ANDERS: Well, | think when the statute
directs an agency to enter into an agreenent for the
sol e purpose of nenorializing the parties' opt-in to the
regul atory schenme and directs -- directs what the terns
shall be, so here provides statutorily what the
reporting requirenents will be, that's when the
contract is sinply a regul atory nmechani sm

JUSTI CE SOTOVAYOR: Counsel, are you telling

20
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

me you're taking -- then your -- then your co-counsel is
right; you're agreeing with her totally. [If Congress
wrote the statute, said these are the terms we want to
give you in a contract, you figure out how to inplenment
and enforce this, and the Secretary says | don't have
the resources to enforce this, I'mgoing to wite a
contract that gives the 340B entities a private cause of
action, the manufacturers can take it or leave it --
you're taking the position that the Secretary is w thout
authority to do this?

MS. ANDERS: | think it would be a difficult
question. | think it would be a difficult argunent to
say that the Secretary was conpletely w thout authority.
| think what has happened here is thé Secretary has
reasonably interpreted the statute in providing for an
agreenent between the Secretary and the manufacturers to
sinply mark the opt-in.

JUSTI CE SOTOVAYOR: Well, that begs the
question that Justice Alito asked you, which is: If we
go your route, which is, is this a regulatory or sone
sort of other contract, how do we tell the difference,
and do we need to go that far? Isn't your position -- |
t hought half of your -- other half of your position was
that this is not a third-party intended beneficiary.

All the terns of the contract are between

21
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t he manufacturer and the Secretary and the obligations
to the Secretary, not the obligations to the third
parties.

MS. ANDERS: That's exactly right. |
think -- to take the first part of your question, I
think the Court can tell when this is a regulatory
contract when the statute itself sinmply directs the
agency to enter into an agreenent that -- that contains
the ternms that are set forth in the statute. And when
you | ook at the statutory schenme as a whole, it is a
regul atory schene.

The governnent is not acting as a
contracting party here. |It's acting as a regulator. It
has the authority to inpose adninistfative penalties
whi ch woul d be reviewed under the APA. There's no
transaction that's taking place with the governnent.
The only rules governing the conduct are statutory. So
that's why we think you can tell that this is not an
ordinary contract. [It's a regulatory one.

JUSTI CE SOTOVAYOR: |Is there a different --

JUSTI CE G NSBURG. You nean -- you mean
there's no negotiated elenent to it? It's what the
statute -- it's the sanme as Ms. Blatt said? It's -- the
contract repeats the words, the terns of the statute,

and that's it; is that what you nean?
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MS. ANDERS: That's right. This isn't a
negoti ated agreenent. The Secretary has sinmply repeated
the terms of the statute in the agreenent. That's
exactly right.

CHI EF JUSTI CE ROBERTS: You could do this, |
guess, by regul ation, right?

MS. ANDERS: | think that woul d be one way.

CHI EF JUSTI CE ROBERTS: [Issue a regulation
sayi ng manufacturers who participate in this program
agree to do, you know, whatever your contract says.

MS. ANDERS: | think that woul d be one way
to do it, yes. Throughout this area, though, Congress
has often used agreenents to mark entry into the
regul atory scheme, including in the Nbdicare provi der
area, where you do have these agreenents with health
care providers. But it would be very odd, then, to say
that the -- the entire area is regul ated by breach of
contract |aw rather than by the, you know, hundreds of
pages of regulations and statutory provisions that
govern the providers' rights there.

JUSTICE ALITO  Coul d you tell us whether
you agree with the Petitioner's argunent in part D of
its brief that private suits would seriously disrupt the
conpr ehensi ve statutory schene, in |light of the position

t hat the Governnent has taken in other litigation
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i nvol vi ng actions brought by States, In re
Phar maceuti cal Industry Average Whol esale Price
Litigation in the District of Massachusetts?

MS. ANDERS: We do agree with the
Petitioners that -- that permtting third-party
beneficiary suits here, if you construe this as a
contract, would interfere with the governnent's ability
to adm nister the statutory schene. This is a nationa
pricing schene that's put together by the Medicaid
Rebate Act, which has -- which is heavily regul at ed.

Al l owi ng 14,000 covered entities to bring individual
suits in different courts w thout HHS consultati on,

wi t hout the benefit of the governnent's input, could

| ead to substantial dis-uniformty déspite the fact that
t hese are supposed to be national prices.

JUSTI CE SOTOVAYOR: You're wal king away from
your position in the District of Massachusetts? The
States do not have, according to you, the right to
enforce the rebate progranf?

MS. ANDERS: No. That's actually an
i nportant point. | think in the Medicaid context the
St ates have a cooperative relationship with the Federal
Governnent. And so they receive sone of these funds
directly, and they have -- in fact, in the Medicaid Act,

it is contenplated that they have their own enforcenment
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responsibilities. So when States bring State |aw fraud
suits, State |aw FCA suits, they actually -- they
consult intensively with HHS. And so, in that respect,
t hose suits represent the governnent's --

JUSTI CE SOTOVAYOR: An inplied cause of
action? |Is that what you're saying those State suits
are?

MS. ANDERS: Those are actually State | aw
suits that were involved in the Average Whol esal e
Price --

JUSTI CE SOTOVAYOR: How is that regul atory
scheme any different than the one involving the PPA?

MS. ANDERS: Well, the Medicaid Act itself
gi ves States an enforcenent responsiBiIity and says that
they are to use their efforts to find fraud and the
prosecute it. And so States actually have a whol e body
of State law, State | aw false clains act --

JUSTI CE BREYER: Suppose that the State of
California says we'd |ike our counties to be able to
enforce this. Then what happens?

MS. ANDERS: Under the Medicaid Act, there

woul d be --

JUSTI CE BREYER: Wel |, suppose that
California -- if California wants to say we could bring
this suit |like Massachusetts did, you agree they coul d.
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And then they say, all right, but we don't have the
time; we want the counties to do it. Couldn't they do
t hat ?

MS. ANDERS: Well, we think it's very
di fferent when you have covered entities --

JUSTI CE BREYER: Well, what's the difference
bet ween - -

MS. ANDERS: -- bringing even a fraud suit.

JUSTI CE BREYER: What's the difference
between a State doing it itself through its attorney
general and the State saying we'd like the county to do
It through its county attorney?

MS5. ANDERS: Well, there's consultation with
t he Federal Governnent at the front énd when the State
-- when the State brings a suit. And so the governnment
has a chance to coordinate, to avoid dis-uniformty.
But when you have covered entities, you know, thousands
of them potentially bringing suit in different --

JUSTI CE BREYER: All right. California
cones to you tomorrow and says the attorney genera
says: You know, this is a problem You don't have tine
to enforce this. There should be some enforcenment, and
we want to enforce it. And, noreover, we'd |like each
county affected to enforce it.

Do you have the authority? |Is there any
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reason you woul dn't say go ahead?

MS. ANDERS: Well, in that sort of
situation, you mght be able to have a State |aw fraud
suit --

JUSTICE BREYER: |I'mtrying to anal ogize it
to the Massachusetts one. You say they can just go
ahead and do it, and they say, you know, Santa Cl ara
County is just as big as Rhode Island. And you say the
AG of Rhode Island can bring the suit; am|l right? And
So why can't the -- why can't Santa Clara do it?

MS. ANDERS: Well, in the covered entity
context, the concern is that, because you have so many
of them if you -- if you start permtting covered
entities to bring suit, you know, th{s is essentially a
pre-enption question, but you then have 50 different
State regines, State court reginmes, put onto -- grafted
onto, the Medicaid rebate requirenents.

This is supposed to be a uniformpricing
scheme. And so once the requirenments becone
dis-uniform it beconmes very difficult for HHS to
adm ni ster the schene in the way that it's supposed to.

| think it's also inmportant to point out
that the recently enacted Affordable Care Act wil|
provi de the exclusive adm nistrative remedy for clains

exactly |i ke Respondent's once HHS puts that into
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effect. So Congress, in |ooking at the schene, to the
extent it had concerns about enforcenent by covered
entities -- the way it reacted was not to create a
private right of action or provide for breach of
contract enforcenent but was sinply to give the agency
enhanced authority in order to adjudicate the clains

I tself.

CH EF JUSTI CE ROBERTS: It identified the
probl em that the individual beneficiaries did not have a
remedy? They -- or that courts had indicated that they
didn't and they thought there should be a renedy?

MS. ANDERS: There were -- there were O G
reports raising concerns with oversight and enforcenent
at a general level, and the way COngfess reacted to that
was to put in place this admnistrative renmedy which
will allow covered entities to bring these clains and
will allow HHS to have the first opportunity to
determ ne the neaning of the AMP and best price
requi renments, and to take into account --

JUSTI CE GINSBURG:. Ms. Blatt said nothing
has been done. It just went into effect on January 1st,
but are there -- are there plans to inplenment it?

MS. ANDERS:. Yes. The agency is noving
ahead with that. The agency has already issued an

advanced notice of proposed rul emaki ng back in the fall.
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And it has solicited coments about how the -- the
adm ni strative schenme should | ook. That comment period
has cl osed, and so now the agency is in the process
of -- of noving forward with the regulatory --

JUSTI CE SOTOVAYOR: So | understand your
position clearly, in a regulatory contract situation
li ke this one the Secretary is without authority to
deci de he or she can't enforce the statute and to confer
expressly by contract third-party beneficiary rights to
the -- to the people receiving the benefit? That's the
position you' re taking?

If the Secretary had witten a provision
into this contract telling 340B entities you can sue,
t hat woul d have been, according to yéu, ultra vires?

MS5. ANDERS: | think it would be difficult
to say that the agency woul d have been totally w thout
authority to do that. It's not a question you have to
answer here, because | think the PPA clearly shouldn't
be construed to confer third-party beneficiary rights
because that would be inconsistent with the statutory
schene.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

M . Frederick

ORAL ARGUMENT OF DAVI D C. FREDERI CK

ON BEHALF OF THE RESPONDENT
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MR. FREDERI CK: Thank you, M. Chi ef
Justi ce.

l"d like to start with Ms. Blatt's answer to
your question about whether a provision of the agreenent
here could confer third-party beneficiary rights. She
said yes, so long as the wording wasn't specifically
prescri bed by Congress. 1In so doing, she concedes that
this is a contract, that normal rules of contract |aw
apply, that the fact that the Secretary has entered into
the contract is of no noment, and that third-party
beneficiary rights are an inherent part of nornmal
contract principles.

So now we're left with the question, does it
matter that Congress wote the partiéular words that the
Secretary used in the agreenent?

JUSTI CE SCALI A:  Well, wait. Is the --

MR. FREDERI CK: W submit that the answer is
no.

JUSTI CE SCALI A: Third-party beneficiary
rights are part of normal contracts, but the third-party
beneficiary has rights under -- under the nornal
contract only when the parties intend himto have
rights. It's not that every -- every contract which --
whi ch has a benefit for some person allows that person

to sue. There has to be an intent. And | -- | have
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trouble finding that intent here, either on the -- on
the part of the Secretary -- would the Secretary have
had that intent when -- when Congress clearly did -- did
not have the intent to allow private individuals to sue?

MR. FREDERI CK: Justice Scalia, you find the
intent in part Il1(a) of the agreenent, which is set
forth in the petition appendix. And in part Il(a), the
manuf acturer who agrees voluntarily to enter into this
agreenment agrees that the entity -- that the entity wll
be charged only a set ceiling price.

That is a voluntary agreenent of a duty by
t he manufacturer that runs to the third-party
beneficiary covered entities --

JUSTI CE SCALI A:  Yes, yod didn't -- you
didn't hear ny question.

MR. FREDERI CK: -- who are specified in the
agreenent .

JUSTI CE SCALIA: M question was the nere
fact that there's a duty to a third party in the normal
contract does not give that third party the right to
sue, only if the contracting parties intend the
third-party beneficiary to have a right to sue.

MR. FREDERI CK: Well, that's not the
standard, Justice Scali a.

JUSTI CE SCALIA: Well, | thought the --
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MR. FREDERI CK: The standard for a
third-party beneficiary, as set forth in the Restatenent
and as recogni zed by this Court, is whether or not the
parties objectively intended to create intended
third-party beneficiaries whose right to bring the suit
woul d enforce the contract. And that's precisely what
we have here.

JUSTI CE GI NSBURG. M. Frederick --

JUSTI CE SOTOVAYOR: Can you tell nme where --

JUSTI CE G NSBURG: -- | thought when this
case went back to the -- to the district court, the --

t he agency's position was this is a total surprise to
us, 14,000 suits or whatever it is. No, we never -- we
never envi sioned making the individuél what ever you cal
them -- the 430B --

MR. FREDERI CK: The 340B entities.

JUSTI CE GI NSBURG: We never envisioned
maki ng them the beneficiaries and -- and allow ng them
to sue. That would be quite disruptive of our program
That, | thought, was the position the Governnent took.

MR. FREDERI CK: The Governnment cannot argue
for subjective intent of an agreenment written 18 years
ago. This Court's decisions in contract have al ways
hel d that the objective intent as expressed by the words

of the contract are what courts are to construe.
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JUSTI CE KENNEDY: Well, | -- 1 don't
under st and why what Justice Scalia said isn't the sanme
as what you said. You said no, Justice Scalia,

Rest atement of Contracts. But what he said the question

is whether or not did the parties intend -- and it's an
obj ective intent -- to confer these rights on a third
person. And -- and you said no, no, that's not it. But

then it seenms to nme that your answer that you gave was
just what Justice Scalia said. | -- | mssed sonething.

MR. FREDERI CK: Okay. Here's what | think
m sunder st ood perhaps from Justice Scalia' s question.

For third-party beneficiary rights to create an

enf orceabl e breach of contract claim the parties to the
contract do not have to have a proviéion in the contract
saying "and therefore the intended third parties get to

bring a breach of contract claim™"™ That's never been

t he accepted | aw.

The | aw has always said if the parties
intend to create third-party beneficiaries and bringing
of that suit to enforce the contract would be within the
obj ective intent of the parties, such a suit is
perm ssi bl e.

Now, | want to caution that what is
different about this suit fromthe kinds of inplied

rights of action suits that the drug conpani es here
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claimto be so disruptive is that all we're arguing for

Is the bargain that the manufacturers agreed to

undert ake.

JUSTICE ALITO Could that be -- could there
be --

MR. FREDERI CK: That bargain was -- was the
discount. |It's the delta between what the counties paid

and what they shoul d have paid under the discount
program ceiling price arrangenent in the plain terns of
t he agreenent.

JUSTI CE ALITO Well, could there be --

JUSTI CE SOTOVAYOR: Third-party -- |I'm
sorry.

JUSTICE ALITG  Coul d thére be a
third-party -- a suit by an intended beneficiary and a

purported intended beneficiary, if it is clear that
Congress intended, to the extent it can intend
sonet hing, for those beneficiaries to get the benefit of
the price but did not intend for themto be able to sue?
MR. FREDERI CK:  Yes.
JUSTICE ALITO. So if there were --
MR. FREDERICK: | think indirectly here,
Justice Alito, that the patients here certainly are
i ncidental beneficiaries, insofar as those who can't

afford to pay for the drugs get themfor free at the
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county's expense. This is county noney that we're
tal ki ng about here. O if they have sonme limted
i nsurance, they're able to get the drugs at a discount.

So they are certainly incidental
beneficiaries, but because they are not nanmed and
because the intent of the programis to provide the 340B
entities with discounted drugs so they can extend scarce
dollars farther, they have no right to sue.

JUSTICE ALITO. If there were a provision in
the | aw saying expressly there is no private right of
action under this statute, would you be able to make the
same argunent ?

MR. FREDERI CK: No. Qur argunent rests on
the silence of contract with respect\to how enf or cenent
woul d concur. It has |long been the case, though, that
where the parties intend to displace a third-party
beneficiary's rights, the objective intent of the -- of
the agreenent is what is understood.

JUSTICE ALITO There's --

JUSTI CE SOTOMAYOR: Counsel -- |I'm sorry.
don't understand the distinction that you're ignoring in
the law. | thought it was very clear that proof that
you nerely received the benefit in a -- by a contract is
not proof that the parties intended to confer on you an

enforceable right; is that correct? |Is that the
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statenment of the common | aw?

MR. FREDERI CK: That is how the Restatenent
frames it. It's a -- it is adifficult line I think
sonetimes to understand the difference between an
I ntended beneficiary and an incidental beneficiary.
Certainly, the manufacturers here are incidental
beneficiaries --

JUSTI CE SOTOVAYOR: No matter how - -

MR. FREDERI CK: -- because they have access
to this market.

JUSTI CE SOTOVAYOR: No matter how you want
to draw this line, if the issue is what's the objective
I ntent about enforceability, if | look at the PPA, it
makes the manufacturer's obligation 6ne-may to the
governnment to provide the pricing information. It gives
only the government the right to institute the infornal
di spute resolution systemthat the contract specifies.
This is not the newlaw. This is the PPA as it existed
at the time. It gives only the Secretary other
enf orcenent rights.

Vhat am | m ssing? Where in the contract is
t here one provision, one sentence, one anything that
requi res the manufacturers, other than the price
benefit, to do sonething that could be characterized as

enf orcement ?
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MR. FREDERI CK: But that is the key,

Justice Sotomayor. The price discount is where all the
action is in this program These prices, between 1990
and 1992, were being raised by the drug manufacturers as
agai nst these entities, and the whole point of Congress
enacting this statute was to confer the sane di scounted
drug programto the covered entities as had been done

t hrough contracts to the State Medicaid rebate program

And that's why the provision in the
amendnment -- sorry, in the agreenent that says thou
shalt not charge the covered entities nore than the
ceiling price is exactly where you find the intended
third-party beneficiary rights, because that's their
noney that's being spent. It's not #ederal - -

JUSTI CE BREYER: Well, that's true -- that's
true, you know, of -- | was thinking maxi numresale
price mai ntenance. You could -- the distributor and the
manuf acturer agree on the maxinmumresale price. Pretty
unlikely that they intend the consuners who are intended
to benefit to be able to have a lawsuit. And | think,
well, gee, | don't know. And what the Governnent is
arguing is, sure, the point you make favors you, but
they say there are two major points here that favor them
about background. | want to hear what your reply is.

One of themis Congress, in the statute that
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it incorporated here, didn't want a private person to be
able to enforce it. And the second one is it's going to
create a ness. All right? So they say those are two
background features here that favor them

So what's your response?

MR. FREDERI CK: Number one, there's no
evi dence that Congress intended there to be a departure
from normal operating contract principles, and this
Court, in Wnstar, in Mbil GI, in Jackson Transit, in
Central Airlines -- all said that when Congress uses
contracts or agreenents, it intends to incorporate the
full cluster of the common |aw rights as they've
existed. And third-party beneficiary rights have been
recogni zed for 350 years, even beforé t he foundi ng of
this republic.

Now, as to the disruption, |I think it's a
canard, because what we're tal king about here is one
price that would govern all 14,500 covered entities. So
if Santa Clara gets the discount price for Lipitor, say,
that is the best price, and it will be charged and
chargeable to all of the 340B entities across the
nati on.

So in ternms of admnistrability, one suit
actual ly can solve the deficiencies in the governnment

enf orcenent program and the governnent can participate
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in this suit.

CHI EF JUSTI CE ROBERTS: Well, which way does
that cut? That seens to ne to put an awful | ot of power
and authority in the hands of one beneficiary and one
| awyer saying -- all they have to do is filing a suit
sayi ng, | ook, we get a hundred doses of Lipitor from
this program we think we should get |ess.

And if they win, the whole country's -- the
pricing of Lipitor under this program has changed.

MR. FREDERI CK: Well --

CHI EF JUSTI CE ROBERTS: That strikes nme as
an argunent in favor of |eaving the enforcement with the
Secretary.

MR. FREDERI CK: No, | th{nk it's an argunent
t hat may m sunderstand sone of the benefits that class
action practice can provide, where there is a uniform
way of analyzing the problem because these prices,

M. Chief Justice --

CHI EF JUSTI CE ROBERTS: It doesn't have to
be a class action, does it?

MR. FREDERI CK: Well, it doesn't. This was
brought as one for the efficiency purpose of obtaining
exactly the effect that you are identifying, which
is that if it is nore efficient --

CHI EF JUSTI CE ROBERTS: That's why it was
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brought as a class action?

MR. FREDERI CK: Well, it was brought as a
class action because the County of Santa Clara stands in
exactly the sanme position as the other 57 counties of
California and the other counties in the United States
who are overpaying for drugs that the manufacturers
are --

JUSTI CE BREYER: \What do you think
about -- is the -- I'"'mnot sure I"'mright at all here,
but as | understand the devel opnment of this argunent
today, it's open to you and the other 57 counties to go
to the State AG and you say you bring the |lawsuit,
okay? O make us -- make nme -- the | awer says make ne
an assistant AG for this purpose. Aﬁd | launch the
|l awsuit in the nane of California, and then | can get to
t he same pl ace.

What do you think of that?

MR. FREDERI CK: | don't know that the
State -- because these are entities that are not defined
In the agreenent. The -- this is a different agreenent

t han under the Medicaid rebate agreenent, which is set
forth in the joint appendi x, where the States are the
third-party beneficiaries of those agreenents.

|"m not sure that the State actually has

standing to bring these particular clainms. That is not
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sonet hing that has been tested. But what | would say is
that if you reject our argunent here, you are
substantially undercutting the ability of the States to
bring the sanme kinds of overcharging clainms against drug
manuf acturers under the Medicaid rebate program

That's what the States' am cus brief here
makes clear. The SG has a very fuzzy footnote at the
very end of the Governnment's brief that does not set
forth a clear standard that differentiates why 340B
entities' third-party beneficiary rights are any
different from States' rights under the Medicaid rebate
program

JUSTI CE GINSBURG. | thought it was because
the States have been given a role in\the statute itself,
where the 340B entities have not. | thought that was
the -- the Governnent's position, that the States have a
role in the Medicaid program and that's an entirely
different thing than this program where these entities
have no statutory role, say the drug manufacturers and
t hen HHS.

MR. FREDERI CK: Justice G nsburg, | don't
think that was the basis for Judge Saris's opinion in
the District of Massachusetts, which | ooked at the
third-party beneficiary theory of the States in giving

them a place at the table in bringing these kinds of
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claims. And to the extent that that anal ysis bears out
anything, it tends to cast doubt on the Governnent's
theory that these are sonmehow regul atory contracts that
suggest a blurring of the normal |ines between

regul ati on and contract.

That theory, the regulatory contract theory,
has been rejected by this Court in Wnstar and in Mobi
O1l, where the Governnent tried to argue that because it
was i nplenmenting regulatory policy through contracts,
somehow normal contract principles don't apply, and this
Court rejected that.

JUSTI CE SCALI A: But the Government's
footnote doesn't -- doesn't rely on the contract. It
says that -- and it wasn't purportiné to say the basis
that the court applied in the District of Massachusetts
case, but it was explaining why, in the Governnent's
view, it's a different situation.

And what it said, it's a different
situation, not because of a different contract, but
because in that other situation, Medicaid -- the
Medi caid rebate -- Medicaid generally is, quote, "a
cooperative Federal -State program™

| nmean, their point is that the States are
explicitly given authority for enforcenment in that.

MR. FREDERI CK: Well, the --
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JUSTI CE SCALIA: And here the entities
you' re representing are not.

MR. FREDERI CK: Justice Scalia, and that is
why resort to the normal canons of construction that
this Court has | ong applied to government contracts is
what is nost pertinent here. The Governnent, | don't
t hink, can point to a specific provision of the
cooperative federalismthat enpowers States to engage in
any greater enforcenent power than a normal third-party
beneficiary under this Court's normal cases, and back to
Central Airlines and American Surety, which, a hundred
years ago, recognized a third-party beneficiary's right
to bring suit on a breach of contract and held that the
absence of a specific enforcenent poﬁer in the statute
was not enough to deny the normal operation of |law for
t he breached party to sue for that breach.

That's common in the | aw

JUSTI CE SCALI A: The big -- the big
difference, it seens to ne, M. Frederick, is that the
States are sovereign. They can enforce their own | aws.
The entities at issue here are not sovereigns. They're
not enforcing their own laws. They are trying to
enforce Federal |law. But under the -- under the
Medi caid program the States, using their own fraud --

fraud actions, whatever else, have a role to play.
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MR. FREDERI CK: Well, Justice Scalia, |
think if you took that argunment to its |ogical extrene,
you woul d have cone to a different answer in the Arthur
Ander sen case, where, there, you recogni zed a
third-party beneficiary's right to invoke a statute to
get an arbitration agreenent upheld.

And | think you would have cone to a
different result in the Mree v. DeKalb County case, in
whi ch the Court said that just because there is an FAA
contract with a local airport authority does not deny a
third-party beneficiary right to sue if there is an
adverse effect on adjoining | and because you woul d have
said that, because the adjoining |Iand owner had no
specific enforcenent authority, that\person or entity
woul d be out of luck. | think the -- this Court's --

CHI EF JUSTI CE ROBERTS: That's M ree.
That's 1977. And a | ot of your argunent, it seens to
me, is inthe earlier world of inplied right of action
jurisprudence that has changed dramatically in the | ast
30 years.

And what concerns nme is when you are talking
about the same | anguage, the nmere fact that the
governnent has decided to go through a contractua
mechani smto advance this program doesn't allow you to

use that to get an end run around all of the inplied
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ri ght of action jurisprudence of the |ast 30 years.
You're on stronger ground before that.

MR. FREDERICK: Well, let ne address that
directly, M. Chief Justice, because Justice Rehnqui st,
who was not any fan of inplied rights of action, was the
aut hor for the Court's opinion in the Mree decision.
And - -

CHI EF JUSTI CE ROBERTS: Well, but that was
pretty well -- that analysis was certainly consistent
with the established jurisprudence in this area then.
But it started changing very quickly thereafter -- |
t hi nk about 1980 -- and then consistently went in the
other direction, to the point now where | think the
jurisprudence is pretty clear that mé're not going to
inply a private right of action at all.

MR. FREDERI CK: We're not asking you to
inmply a private right of action, M. Chief Justice.

We're asking you to honor contract principles that have

| ong --

JUSTI CE GINSBURG. The result is the sane,
M. Frederick. And that's -- | mean, it was a central
point in this last brief. You can call it whatever you
want. It's -- Congress has not provided for a private

right of action to enforce the terns of the statute.

The contract enbodies the terns of statute. So it would
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be passing strange if Congress, as we now read Congress,
said we want private parties out of this; this is to be
bet ween the agency and the manufacturer to say. The
sane exact result. The sane ai mcan be achieved through
this third-party beneficiary route. And | think that
said, that is the -- | nmean, that is what stands out
about this case.

And so how do you respond to that? What's
the difference between suing because the statute has
been vi ol ated and sui ng because the contract has been
vi ol at ed?

MR. FREDERI CK: A contract is a voluntary
agreenent entered into between the drug manufacturer and
the Secretary. The manufacturer can\choose not to
partici pate.

So in every one of the inplied right of
action cases that you have dealt with, a -- an outside
entity has been forced to conply with a statute or |aw.

JUSTI CE GI NSBURG: But the statute wouldn't
apply to someone who doesn't want to be in the program

MR. FREDERI CK: But the -- Justice G nsburg,
t hose cases all involve the inposition of duties on the
part of an entity or actor out in society.

Here we're tal king about voluntary action.

The drug manufacturers can decide not to participate and
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not sign the agreenent.

And they have the right, under the
provisions allowing term nation, to term nate the
agreenent at will with no reason whatsoever. But --

CHI EF JUSTI CE ROBERTS: But so do the --
it's the sane situation with the States under Spending
Cl ause |l egislation. They don't have to sign up, but if
they do, then the issue is, is there an inplied right of
action on the beneficiaries? And our cases for the |ast
25, 30 years have said no.

MR. FREDERI CK: But the remedy is different,
M. Chief Justice. And that is a key difference. All
we're tal king about here as a renedy is the difference
bet ween what they prom sed to charge\and what t hey
actually charged. The renedies --

JUSTI CE GINSBURG: But we're told that
what ever you say -- that's all we're tal king about. W
are told that conputing the price is a very intricate
busi ness and that nmany of these di sputes have been about
what is -- what should the ceiling price be.

MR. FREDERI CK: There --

JUSTI CE GI NSBURG. There would not -- the
ceiling price is out there, and there's no di spute about
it. It's just a question of getting the manufacturers

to charge that price and not a higher price. The
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question is: Wat is the ceiling price?

MR. FREDERI CK: And there are two ways to
calculate it. Under the nore conplicated formnula that
I's designed to enhance the profits of the drug
conpanies, it is a nore conplicated endeavor.

All of these cases, Justice G nsburg, all of
them have been with the sinple formula, which is has
the drug conpany given its best price to sone other
purchaser in the market. That's where the Fal se Clains
Act cases that they acknowl edge do not create such an
intrusion into the programthat sonehow they can't be
br ought - -

JUSTI CE GINSBURG: But that's -- and then
t hey have control over them And théy don't have
control over these suits.

MR. FREDERICK: Well, no, the difference in
a qui tam case, as your question earlier to my coll eague
earlier acknow edged, Justice G nsburg, is the
government doesn't have to intervene in a False Clains
Act case.

VWhat's different there is that there has to
be sonme inside whistleblower who can pass through the
very difficult hurdles of a False Clainms Act case;
whereas here we're tal king about benefit of the bargain.

The manufacturers agreed by contract they were only
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going to charge a ceiling price, and we assert, based
on, you know, quite extensive reports by officers of

| nspectorate General that they have not been charging
that price. They've been charging in excess of that
price, and all we're asking for is the delta.

And the Government in its Massachusetts
subm ssi ons has acknow edged that this type of best
price litigation is not so conplicated because all one
needs to do is figure out did the drug conpani es sel
the particular drug to sone other entity for a | ower
price; and if that's so, that's the price you apply
across the board to all the 340B entities.

The argunment about distraction and
i ntrusi on, Justice G nsburg, | mould\respectfully
submt, is a gross overstatenent of what actually
happens in this type of litigation. And to the extent
that there are conplexities, the conplexities are
I ntroduced by the drug conpanies for the sole purpose of
maski ng what price they are charging to the 340B
entities. Because all these various nechani snms, the
bundl ing of drugs, the use of kickbacks and paynents to
purchasers are all designed to mask what the true price
of the drug is.

And if Congress intended anything in the

program and in getting the Secretary to inplenent this
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program t hrough statutes, it was that the 340B entities
who are providing drugs and nedical service to the
poorest of our citizens should be entitled to the
benefits of the collective market created by these 340B
drug purchases. And that's all that we're asking for
here.

JUSTI CE G NSBURG. Do you take the position
t hat not hi ng has changed as a result of the new
| egi slation? That is, Ms. Anders told us that this
statute is going into -- to beconme effective. There's
going to be procedures, better procedures than there
were before. 1Is there still this third-party
beneficiary suit, despite the possibility of going to
t he agency? \

MR. FREDERI CK: We don't know, Justice
G nsburg, is the sinple and pl ai nest answer | can give
you. And the reason we don't know is because the
Secretary has already m ssed the first statutory
deadline for issuing inplenmenting regulations.

There was no statenent of rules in the
notice of proposed rulemking, as is ordinarily the case
for agencies. The Secretary sinply put out for comrent
that we are going to devel op procedures and rules. So
we don't know whether or not the Secretary will express

some further intent as to how these new rules are to
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apply.

But | would submt that this Court's cases
are very clear, that a | ater enactnment of Congress is
not intent of what an earlier Congress has stated, and
t he absence of any specific renmedial provision coupled
with the use of agreenents carries with it the ordinary
presunption that Congress intended for that cluster of
common |aw rights to be associated with the agreenent.

And that's certainly been the way this Court
has enforced contracts involving the governnent itself.

If there are no further questions, we'll
subm t.

CHI EF JUSTI CE ROBERTS: Thank you, M.
Frederi ck. \

Ms. Blatt, you have 3 m nutes renmaining.

REBUTTAL ARGUMENT OF LI SA S. BLATT
ON BEHALF OF THE PETI TI ONERS

MS. BLATT: Yes. |If | could just talk about
t he drug conpanies, Lipitor, and the comon law. And if
you want, | can also talk about States.

We take, obviously, deep unbrage at the
suggestion that the drug conpani es are sonehow agai nst
these clinics. Any Internet search will show you that
t he anount of discounts given under this program equals

t he amount of free drugs that are given to these sane
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clinics.

And |'d also -- probably even a better
response is you can | ook at any rebate rel ease i ssued by
the Secretary of HHS or any page of their CFR, and if
you think it's sinple, I would be shocked.

On Lipitor, it's not the case that the
Central District of California decides nationw de what
the price of Lipitor is. The -- under the other side's
view, the Southern District of Texas, the Northern
District of New York, and the District in Al abama woul d
al | deci de.

And what's really bad -- it is bad enough to
have 14,000 suits over 35,000 drugs, but what he's
t al ki ng about, best price and averagé manuf act urer price
that determ nes the State rebate program -- because the
rebate programis a rebate, and the ceiling price
programis a ceiling price, when one of the pricing
conponents goes up, such as average manufacturer price,
the States benefit. They get nore noney. But,
generally, 340B entities -- their ceiling price goes up.
So what's good for the 340B conpany -- or entity is bad
for the States.

And that's not disputed. He just says it's

hypot hetical. But he's asked for mllions and mllions
and mllions and mllions and more mllions of
52
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transactions that go to that very pricing conmponent.

Common |aw. On pages 9 to 1lla of the
petition appendix is a good three or four citations to
the third-party beneficiary Federal common law. And the
courts go out of their way to say it's not enough to be
a direct beneficiary. The analysis is exactly the sanme
under inplied right of action. 1|s there clear and
unambi guous intent to confer enforceable rights? It's
t he sane.

We just think because it's in haec verba
with the statute, it's congressional intent that's
controlling, not the parties.

| could tal k about States if you want.

Ot herwi se, |I'm happy to just ask for\the deci sion to be
reversed.

Al'l right. Then we would ask that the
deci si on be reversed.

(Laughter.)

CHI EF JUSTI CE ROBERTS: Thank you, counsel.
Counsel

The case is submtted.

(Wher eupon, at 12:05 p.m, the case in the

above-entitled matter was submtted.)
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