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PROCEEDI NGS

HON. AMBRO. We have one case this
nmorning. It's nunmbers 21-3176 -- 3167 -- excuse ne --
3168, 21-3379 and 3380 and al so 22-1676, Sanofi
Aventis, et al. v. the Secretary United States
Departnment of Health and Human Servi ces.

We have given a significant anount of
time for oral argunment. And |I'm not sure we're going
to need it all but nonetheless, we set it out this
way .

I would ask at the outset that once
we're done today that a transcript be prepared of this
oral argunment and that it be split that side and that
side, so split it in half.

And then also, if there were any issues
that are duplicative of something that soneone el se
has said, perhaps -- unless you have sonething newto
add to that particular issue, if you would just hold
of f and, again, unless there was sonething that was
not said earlier that you think you need to add.

Final point is on the npotness issue,

" mnot sure that we have any questions on that
particular issue. So if, again, unless you think
there's sonmething new to be added beyond what was

stated in the briefs then you can |let us know.
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And with that, | invite M. Francisco
to cone on up and --

MR. FRANCI SCO  Judge Anmbro, may it
pl ease the Court. Noel Francisco for Sanofi Aventis.
And if | could reserve five mnutes for rebuttal ?

HON. AMBRO  Yes, sir.

MR. FRANCI SCO.  Your Honors, Section
340(b) requires Sanofi to do one thing: offer its
drugs to covered entities at the ceiling price. It
clearly does that. They can purchase as nuch as they
want at the ceiling price and will deliver it to their
i n-house pharmacy if they have one, to a contract
pharmacy if they don't and, in addition to that, to an
unlimted number of contract pharmacies if they
provide us with limted clainms data. It takes them
five m nutes every other week to conply with that | ast
part of our policy. That's plainly an actual
offering. Indeed, it's nore generous than the
government itself required for the majority of the
operation of this program

The governnment's only response is to
say that manufacturers can't inpose any condition on
their offers no matter how reasonable. But there's no
basis for that in the statutory text which requires

just one thing: that we make an offer at the ceiling
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price.

As a private entity, manufacturers |ike
Sanofi generally are allowed to do what they want
unl ess there's a statute or other |aw --

HON. AMBRO  One of the things that |
woul d i ke perhaps to explore, the advisory opinion
and the violation letters, do you consider them-- or
is it a primary argunment that you consider them
arbitrary and capricious under the Adm nistrative
Procedure Act?

MR. FRANCI SCO. Yes, we do, Your Honor.
And the principal reason we think they're arbitrary
and capricious is because they're contrary to | aw.
They're contrary to the 340B statute. Again, as
private entities, we're generally allowed to do what
we want unless a statute prohibits our conduct.

HON. AMBRO: That would certainly get
you there if that's how we conme out. Are they also --
is there an argunent that there's a change in
direction from'96 to 2020 wi t hout any adequate
expl anati on?

MR. FRANCI SCO: Ch, absolutely. And I
t hi nk Judge Stark's opinion on this is very persuasive
on the various ways that it's arbitrary and capricious

whol |y apart fromthe violation of |aw | anguage.

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 7  Date Filed: 11/29/2022

Page 7

Here, we've seen a constantly evolving set of
positions on the part of the governnent. It used to
be that only one contract pharmacy was all owed. Now
an unlimted nunber of contract pharnacies are
required.

It used to be that covered entities had
to maintain title to the drug until it fell into the
pocket of their patients. That seens to have gone by
t he waysi de and under the replenishnent nmodel. [|f you
| ook at the advisory opinion, we only had to honor a
contract pharmacy to the extent that they operated as
the "agent"” of the covered entity. That seens to have
gone away under the violation letter as well. Judge
Stark sets all of these changes out. But the
governnent has never expl ained any of them

So | do think that, wholly apart, from
our contrary to |law | anguage, it is arbitrary and
capricious. But again, we think it is also plainly
contrary to | aw because there is sinply nothing in the
statute that prohibits Sanofi's program We nake an
offer. They can buy as nuch as they want at the
ceiling price. W'IlIl deliver it right to their
doorstep. We'Il deliver it to a contract pharnmacy if
they don't have that proverbial doorstep because

they' re not set up.
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HON. KRAUSE: But, counsel, is that
because you interpret the term"offer” to nean at
| east that there is delivery to the covered entity?

MR. FRANCI SCO: No, Your Honor. But
it's that delivery obligation that makes this such a
relatively straightforward case. | actually don't
t hink of fer enconpasses delivery. They' re separate.
But here, we actually do agree to deliver it right to
t heir doorstep, to another contract pharmacy if they
don't have that doorstep, or, frankly, to an unlimted
number of contract pharmacies if they provide us with
seven data fields that they already collect and
provide to all of the insurance conpanies in the
governnent for other purposes.

HON. KRAUSE: And you're doing that
just -- your clients are doing that sinply as a
charitable matter and not because it's required by the
statute?

MR. FRANCI SCO  Yes, Your Honor. And I
think if you ook at the underlying history of this
program it makes perfect sense. Renenber, the 340B
program was neant to restore a set of voluntary
di scounts that we were all providing the social safety
net providers prior to 1990. W were doing that as

good corporate citizens. In 1990, Congress passed a
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statute called the Medicaid Rebate Act that had the
uni nt ended consequence of elimnating those voluntary
di scounts. Well, if you |look at what those voluntary
di scounts were at the tine, they weren't going to
commer ci al pharmacies, to contract pharmacies. They
didn't even exist at the time. They were going to
soci al safety net providers who were buying drugs out
of pocket for use at their facilities, to the poor and
uni nsured, that they were serving at their facilities.
| think it shows how far we've come fromthe actual
pur pose of the programto now where the governnent is
arguing for this massive multi-billion dollar cross-
subsidy from one comrercial for-profit industry, the
manuf acturers, to another for-profit industry, the
comrerci al pharmacies. There's sinply no basis for
t hat conception of the 340B program

HON. KRAUSE: Wasn't the key issue that
t hey were then buying out of pocket -- | nean, your
theory is that this was directed to themin bringing
t hese pharmaceuticals in for their in-house pharmcy.
So tinmes have evolved. There's this nmassive use at
this point of contract pharmacies. But if it is, in
fact, the case that the covered entities are stil
doi ng the purchasing, why isn't it their out of pocket

expense and they're still getting sonme funds back even
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if there is a fee that's taken off by the contract
phar macy?

MR. FRANCI SCO  Sure. And, Your Honor,
frankly, we could have a very good and robust debate
in this country about how best to subsidize covered

entities. And | think that debate would i nclude

commerci al pharmacies. It would include the
manuf acturers. It would include the insurance
conpanies. It would include the covered entities and

woul d probably include many ot hers.

But one thing I'mquite certain of is
that that debate is not resolved by the meaning of the
word "offer" because that's all that this statute
requires us to do is to make an offer. And our
conception of "offer"” makes perfect sense when you
actually do look at the history of this program where
t he purpose of it was nuch nore nodest than what the

governnent thinks that it has evolved into today where

it's now this massive nmulti-billion dollar subsidy
where billions of dollars are falling into the pockets
of commercial pharmacies. | don't think there's any

conception of this programthat says it has to justify
that |evel of a subsidy.
HON. KRAUSE: Didn't this purpose

extend to the interest of individual patients
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receiving drugs at a discount or sonetinmes for no cost
at all? And if that's the case then to the extent at
this point patients are using the contract pharnacies
-- it's certainly nore convenient for thembut that's
where the | argest use is -- why shouldn't we interpret
the statute to require that there be production of
phar maceutical s --

MR. FRANCI SCO.  Sure.

HON. KRAUSE: -- to those |locations as
wel | ?

MR. FRANCI SCO. Well, several
responses, Your Honor. The first one is the text.

But 1'll put that to the side because |I think you
under stand our textual argunent.

The other point I would make is that
very few -- very little of the discount is actually
passed on to any custonmer at all. M understanding is
that there's only 25 percent of hospitals that pass
any of the discount on to their custoners. And even
then, it's only to a subset of the custoners and only
part of the discount. And there was one recent white
paper that pegged the nunber of people who showed up
at contract pharmacies with what's called a 340B
di scount card which is what entitles the person to get

the discount. It was about one and a hal f percent
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according to this white paper that showed up with that
card.

The fact of the matter is that under
t he repl eni shnent nodel, the comrercial pharnmacies
don't distinguish between 340B drugs and ot her drugs.
They don't distinguish between 340B patients and ot her
patients. Basically, a patient walks in the door.
They purchase the drug for generally whatever their
i nsurance conpany is going to pay for it. And then
the contract pharmacy and the commercial -- and the
covered entity reverse engineer the discount and split
the difference. |It's basically this nassive arbitrage
opportunity where the vast mpjority of the difference
is being shared not by the patients but by the
comrerci al pharmacies and the covered entity. And I
think it just underscores how far we've cone fromthe
actual purpose of this program

I think that the best Suprene Court
case to look at is the decision that the Court
rendered in Christensen v. Harris County. Now that
was a case involving the Fair Labor Standards Act
where the FLSA basically said enployees could use
their conp time whenever they wanted to as long as it
was reasonable to use that conp tine. An enployer

t hen adopted an additional policy that said that in
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addition to that, we're going to require you to use
your conp tinme in certain circunstances so that we
don't have to pay cash wages in lieu of unused conp
time. And the Suprene Court held that that was
squarely allowed precisely because there was not hi ng
in the statute, the FLSA, that prohibited that
addi ti onal policy.

Here, there is sinply nothing in 340B
that prohibits Sanofi's policy which, again, allows
covered entities to buy as nmuch as they want and we
wll deliver it right to their doorstep. And if they
don't have that doorstep, we'll allow themto
designate an alternative doorstep by virtue of
designating a contract pharmacy. And then we even go
substantially further to allow themto use an
unlimted nunber of contract pharmacies nmaking it far
nore generous than the agency itself allowed for the
first 20 years of this program

HON. KRAUSE: But you and your
col | eagues have asked us to go nuch further than that
and to say as a blanket matter that there can be any
conditions you wi sh and that there can't be, on the
part of the governnent, this requirenent.

MR. FRANCI SCO.  Yeah. Well, first,

Your Honor, | don't think that we are asking you to
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say that there can't be any conditions. Wat we're
saying is that there has to be an actual offer. And
there are certainly conditions that can be inposed
that render the offer an illusory one. W don't

di spute that at all.

The second point is we're not anywhere
near whatever the outer boundaries of "offer" is
because here, we'll deliver it -- all of us wll
deliver an unlimted ambunt to their doorstep and an
unlimted amount to an alternative doorstep if they
don't have a doorstep. And for Sanofi, we go
substantially further. So whatever the outer bounds
of that are, | don't think we're anywhere close to it
in this case.

HON. BIBAS: WM. Francisco, help us to
t hi nk t hrough how we would wite an opinion and draw a
i ne here because UCC says you don't even have to
deliver things. But you appear to be agreeing, yes,
delivery is one of those things that is comercially
expected. So what body of law do we to to figure out
what's a bona fide offer and what nekes it illusory?

MR. FRANCI SCO  Yeah. The first point
| want to make, Your Honor, is that | don't agree that
delivery is part of the offer obligation.

HON. BI BAS: Ckay.
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MR. FRANCI SCO But | think you don't
have to get to it here. 1'll put that to the side.

Here, we've got -- you know, it's not
like the word "offer” is newto commercial law. The
word "offer” is as old as the hills and courts applied
essentially on a case by case basis. Have you made an
actual offer?

In witing your opinion, assum ng you
wite it favorably to us, |I don't think you have to be
the first Court ever that tried to cone up with a
conprehensive all -enconpassing definition of what an
actual offer is. | think it's enough to say that what
the statute requires is an offer. That precludes the
governnent's position taken in the violation letter
whi ch says that absolutely no condition can be inposed
on that offer. So presunmably, we couldn't limt our
offers to delivery on the planet Earth because that
woul d be an inperm ssible condition that we've inposed
on the offer.

So you just need to say that it
requires an offer. It doesn't inpose any -- a flat
out prohibition on all conditions. And that the
conditi ons we have inposed clearly constitute an
actual offer because we're willing to deliver an

unlimted nunmber of drugs right to their doorstep.
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HON. BIBAS: | understand that but --

HON. AMBRO Even if it was on the
| unar surface?

MR. FRANCI SCO. Excuse ne, Your Honor?

HON. AMBRO |'m sorry. Just teasing.
Even if it's on the lunar surface?

MR. FRANCI SCO. Exactly.

HON. BIBAS. It's not true of any of
the three manufacturers here but there are other
manuf acturers out there who do not provide to any
contract pharmacies. And so we have this issue when
we wite about a rule how should we think about that.
Maybe we don't have to resolve that but how do we
gesture it where the line is?

MR. FRANCI SCO.  Sure. | would | ook,
first, to the plain neaning of "offer". Right? W
| ook at dictionary definitions of the meaning of the
word "offer”. | think then we | ook at background
common | aw principles, UCC principles, to determ ne
what is enconpassed by an offer. And I think one of
those is that, in general, there's not a delivery
obl i gati on.

| actually don't think it's that high
of a standard to nmake an actual offer. | also don't

think you have to cone anywhere close to what those
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outer boundaries are in this case. | think it's
enough to | ay out what the plain text says, what the
background principles are that go into interpreting
that plain text, then apply it to the facts of this
case under which | think every one of our policies
easily neets the standard. And then you leave it to
future courts to decide in that context whether
prograns different fromours |ikewi se constitute an
of fer.

HON. BIBAS: W're going to be back
here deciding a whole string of cases. If we think,
no, we need to think a few steps ahead to the next few
cases --

MR. FRANCI SCO.  Sure.

HON. BIBAS: -- what should we do in a
case where we get no contract where they say we'l
deliver it to you but you don't have a contract
phar macy, tough. Right? Go deliver -- develop an
i n- house pharmacy.

MR. FRANCI SCO Right. So two
responses, Your Honor. First, if you made cl ear that
our policies neet the offer requirenent, as | very
strongly believe that they all do, | actually don't
think you're going to get a |l ot of other cases.

think that what you're going to have manufacturers do
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is look at this and say, all right, we now have
this -- we now at | east have this safe harbor. And so
we're going to adopt that safe harbor. So | doubt
you're going to have that problem

Secondly, | think it's very difficult,
and | wouldn't urge you to try to resol ve hypotheti cal
future cases based on sone general abstract
al | -enconpassing definition of the word "offer™”. |
don't think that's how courts have ever approached
t hat kind of question because it's just inpossible to
figure out what the various future pernutations are.
| think you set out the plain text and the
principles --

HON. AMBRO. But doesn't --

MR. FRANCI SCO

- you apply --

HON. AMBRO. Go ahead. Doesn't it
become -- why don't you finish and 1"l go.

MR. FRANCI SCO:  Well, and you apply it
to this case. And then, yes, you leave it to future
courts to apply those principles to future cases.

HON. AMBRO. Don't offer and -- | call
it shipping or slash delivery nmerge in effect? 1f you
say | offer you on the condition that I will ship to
only one location of -- if you don't have an in-house

pharmacy, only to one |l ocation of a contract pharnacy.
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And let's say it's Wal greens and Wal greens has nyri ad
| ocations in a rural area but they're mles and mles
apart. So if you put that condition, I'Il deliver it
only to Ormaha but I'mnot going to deliver it to

Li ncol n and ot her places in Nebraska, you' re saying
that' s okay?

MR. FRANCI SCO.  Yes, Your Honor. And
I"d like to explain.

HON. AMBRO. Go ahead.

MR. FRANCI SCO But may | al so reserve
t he bal ance of ny time for rebuttal after?

HON. AMBRO. You're on our time. Go
ahead.

MR. FRANCI SCO Okay. Thank you, Your
Honor .

Yes. | don't think that -- frankly, |
don't think that "offer"” and "delivery" nmerge at all.
| think that they are separate concepts.

Secondly, even if you do think that
they nmerge to sone extent, | think it is fully
sufficient to say that it's okay that if we offer to
deliver to their doorstep and also, if they aren't set
up to accept delivery thensel ves, to designate one
ot her place that essentially functions as their in-

house pharmacy. | don't think there's any basis in
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the text or the history of this to go any further and
say that in addition, we have to honor this nmassive
net wor k of contract pharmacies the purpose of which is
to exploit a gigantic arbitrage scheme where you end
up transferring billions of dollars from one
comercial entity, the manufacturers, to another
commercial entity, the commercial pharmacies. There's
just no basis for that. |If you go back to the history
of the program for the first majority of the
operation of the program the first 20 years, they
were only even allowed to use one contract pharnmacy.

So even if you want to | ook at those
ki nd of background principles, | think it's quite easy
to say that, at the very least, they can't be required
to deliver to nore than just the doorstep or the
alternative doorstep in the form of one contract
pharmacy. That's how the governnent itself understood
this program for the first 20 years.

I would submt then for my client,
Sanofi, it's even much easier, because for Sanofi, we
go beyond those two things and also allow delivery to
an unlimted nunber of pharmacies as |long as they
provide us with those seven data fields that they're
already providing to all the insurance conpani es and

t he governnment for other purposes.
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HON. KRAUSE: We | ook at it as
arbitrage but the governnent |ooks at it as
accessibility to patients for it to be meaningful in
terms of fulfilling the statutory purpose. |If we were
to go as far as saying if not an in-house pharnmacy
then at | east one outside pharmacy, what is the
principal -- what is it about the characteristics of
your policy that provides sone standard that could be

applied nore broadly?

MR. FRANCI SCO. | nmean, | think the
characteristic -- to the extent that | understand the
gquestion -- and | hate to sound like | keep repeating
myself -- it would go back to the nmeaning of the word
"offer". Are we actually offering our drugs to them

at the ceiling price?

To take a step back in terms of the
policy, | get that their view of the policy is that we
want to have this enornmous subsidy to covered entities
to provide services all across the country to the poor
and uninsured and in rural areas and that they're
willing to tolerate the fact that that neans billions
of dollars in arbitrage revenue going to comerci al
phar maci es, sonething that was never enconpassed
within this programat the outset.

I would respectfully submt that
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there's no statute that pursues a single objective to
the exclusion of all others. And I don't think it's
reasonable to | ook at the history of the statute and
say that that was its overall purpose. Rather

instead, if we want to have that kind of subsidization
of health insurance for the poor, uninsured and rural
areas, an extraordinarily inmportant issue that this
country does need to grapple with, that sinply hasn't
been resolved in this statute which inposes one
obligation only, an offer. That's the type of debate
t hat Congress should be undertaking in the future and
it should bring all of the relevant stakeholders to
the table. And those stakehol ders extend far beyond

t he manufacturers, on the one hand, and comrerci al
pharmaci es on the other. That's a problemthat
Congress ought to be dealing conprehensively. But the
one thing I know for sure is that they didn't resolve
t hat debate in the neaning of the word "offer"

HON. AMBRO Is there anything you
wanted to note on your opening with respect to the ADR
chal l enge that you've put in here?

MR. FRANCI SCO  Ahh. You know, it's a
very sinple argunent and |I'm happy to rely on our
briefs. But the basic point is that the ADRis a new

rule. They withdrew the old rule. They put forward a
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new rule and a new rule requires new notice and
comment. The Suprene Court has repeatedly made cl ear
t hat we've got to cut square corners with them
They' ve got to cut square corners with us. The sine
gua non of the square corner under the APA is notice
and comment ruling.

HON. AMBRO  Usually, the thing is --
the understanding is that there's a formal way of
withdrawing a rule and that's in the Federal Register
and that wasn't done here.

MR. FRANCI SCO.  Well, Your Honor, |
don't think --

HON. AMBRO  And your response to that
woul d be?

MR. FRANCI SCO.  Yeah. | don't think
that there's a single formal way of doing it. But
what | do know is that the principal way that you
withdraw a rule is by saying that the rule is
w thdrawn. And that is precisely what they did here.
They said it was withdrawn. They then issued a new
rul e under a new rule nunber reflecting the fact that
the prior rule was withdrawn. And | presune that
agenci es speak English the way that the rest of us
speak English and "wi t hdrawn" for them neans the sane

thing as it neans for us.
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HON. AMBRO: The problemthat we're
havi ng, there's not a whole | ot of case |aw.

MR. FRANCI SCO Yeah. The best case
law | think you have on an issue like that is the
di ctionary.

HON. AMBRO. Thank you very nuch.

We' Il get you back on rebuttal.

MR. FRANCI SCO  Thank you, Your Honor.

HON. AMBRO. M. Parrish?

MR. PARRI SH: Thank you, Your Honors.
May it please the Court. Ashley Parrish on behalf of
Norvo Nordisk. 1'd like to request five mnutes for
rebuttal .

HON. AMBRO:  Absol utely.

MR. PARRI SH: So what | thought | would
do in light of your questions is three things. One
is, I'dlike to frame the question before the Court
because | think it'll help, Your Honor, wth your
guesti on about what the relief is.

Second, |I'd like to rem nd the Court of
three admnistrative law principles that, if you keep
in mnd, make this an even easier case than just
| ooki ng at the text.

And third, | want to respond to just a

few of the governnent's argunents that weren't
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addressed in M. Francisco's argunent in case that's
hel pful to the Court.

So the question before the Court, the
preci se question is: is the governnent's
interpretation reflected in its May letter and in its
Decenber advisory opinion -- is that contrary to | aw
or arbitrary and capricious? So the only thing that's
before the Court is that the governnment has said that
t he 340B statute includes this extra delivery
obligation not to covered entities but to third party
contract pharmaci es anywhere in the country. So the
sinple statutory question before the Court is: is
that a legal interpretation of the statute. Does the
statute include that additional delivery obligation to
third parties?

The Court obviously will have to
explain its reasoning as it gets there but in ternms of
t he decl aratory | anguage that the Court needs to do,
just like any adm nistrative | aw case, Your Honor, is
it just strikes down and vacates the governnent's
actions as unlawful. That avoids a |lot of the
conplexities in terns of what you're trying to do.
We're not asking you to bless these policies in an
abstract sense. \What we're saying is that the

governnent has taken a very specific position for the
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very first tinme that the statute inposes a binding
obligation for us to deliver to third parties at other
| ocations. Qur position is that that's not in the
statute. All the Court has to do is say that we're

ri ght about that and it can vacate the governnent's
position.

Your Honors, as | said, my next point
was to lay out three admnistrative |aw principles
because | do think it is helpful for the Court to keep
this in mnd in ternms of thinking about what type of
statute that you're interpreting and how you should
approach it.

The first thing is to recognize is that
t he governnment can only address anbiguities in a
statute or things that lack clarity or fill in gaps if
it's been granted rul enmaking authority and if it
exercises that authority. So we know, here, that the
governnent, first of all, says that it doesn't have
rul emaki ng authority and, second, said --

HON. AMBRO  But they're basing the
violation letters on the statute as opposed to their
rul emaki ng aut hority.

MR. PARRI SH. That is exactly right,
Your Honor. | conpletely agree. That sort of takes

me to ny next point about --
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HON. AMBRO. Go ahead.

MR. PARRISH. -- the private right
baseline which is it's really inportant to recognize
that these drugs belong to manufacturers. And I'm
sure you noticed in the governnent's brief -- and this
is what M. Francisco was tal king about in ternms of
t he Christensen case by the Suprenme Court. The
governnent just flips that. It's like as if these
drugs do not belong to manufacturers. And the common
| aw baseline -- and you can see this in any nunber of
Suprenme Court cases that we've cited, the Horne case,
of course, tal ks about raisins and so forth, but any
number of those cases. The right to exclude, the
right to decide who gets your products, where you wl |
deliver themto, that's all a matter of common | aw
that exists unless it's displaced by a federal
statute. So you have to | ook at the |anguage of the
statute to see if those common law rights are
di spl aced.

And the third point that | would make
about that is because the Supreme Court has been very
clear that if Congress wants to displace those private
law rights, it has to do so clearly what the Court has
recently said in "exceedingly clear |anguage".

You take those three principles and
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what it neans is the following is that if the statute
is not clear in the governnent's favor, if you can't
read the statute to say they clearly win, then they
have to lose. If we're right in terms of applying
everything, then --

HON. BIBAS: But why is that? | nmean,
if it's not rulemaking authority, we just parse the
statute de novo ourselves. W don't have to --
there's not a clear statenent requirenment here.

MR. PARRI SH. Well, there is, Your
Honor, in the sense that there is a clear statenent
requi rement for the Congress to replace the private
rights. So what you would say is -- you're absolutely
right. If you --

HON. BI BAS: What's your best authority
for that proposition?

MR. PARRI SH: Well, Your Honor, we cite
in our briefs the Texas v. United States case. W
cite the recent eviction case where the Court -- the
Al abama case where the Court addresses that.

But, Your Honor, what | would say is
that it depends on how you think about statutory
interpretation. Sone judges would say | apply
traditional tools of statutory construction and | wll

get the best interpretation of the statute. W think
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if you do that, we clearly win. But that's for you to
do.

If you decide there's sone residual
anmbiguity after that, you' ve applied traditional
tools, ny point is then we still w n because that
anbi guity would have to be resol ved through
rul emaking. It can't be -- that anbiguity can't be
resolved in the ether. And the default is the conmon
law rights which is they' re our drugs and we can do
what we want with them unl ess someone says sonet hi ng
el se.

HON. KRAUSE: But the default also
i ncl udes agency law. And they're taking the
perspective that these contract pharnacies are just
bei ng designated as agents. So if "offer” -- if we
conclude "offer" does include sone delivery obligation
then what -- are we really arguing here about who pays
for the mailing? Because if it needs to go to them
and they say, okay, send it to our agent instead, is
the objection that there's just too nany agents so
that's raising the cost?

MR. PARRISH So | would say it's two
t hi ngs, Your Honor. One, let ne give you an anal ogy
so that -- which | think is helpful in terns of

t hi nki ng about delivery. And second, |et ne address
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t he agency point because the government isn't relying
on that anynore because it's never nmade a true agency
showi ng.

But on the first point, Your Honor, the
anal ogy we use in the brief is that if you were a
supermar ket and you had a 50 percent discount off of
mlk and it said you could get mlk for 50 percent,
you could have an argunent as to whether the
supermar ket m ght deliver it to you or whether you're
going to pick it up. But no one would think -- no one
woul d think -- that that nmeans that you can call up
and say |I'd like you deliver it to my grandnother in
New York and my cousin in California and, you know, ny
friends in Indiana.

And that's the argunment that the
governnent has to rely on. And you'll notice that the
governnent doesn't identify anything in the statutory
text that supports that. |Instead, the only way the
government can have a textual argument is to flip
Chri stensen on its head. So the only argunent the
governnent nekes is to say, well, these drugs are not
t he manufacturers drugs but say that inplicitly and
therefore the manufacturers don't have any control
over them But the truth is, is that once you get rid

of that, there's nothing they' ve identified in the
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statute that's anbi guous. There's nothing about the
word "offer” that's anbiguous that they rely on. You
can read their brief. They just don't parse the

| anguage.

Your Honor, on the agency point, the
problem that the governnent has there is that in the
1996 gui dance, the theory was that we could read into
the statute an agency rel ati onship because one
contract pharmacy woul d be acting as equivalent to an
i n-house. And at that tinme, you'll note that for 14
years, the statute operated that way. And we would
say, as a first point, is if the government is right
now t hen that neant that for 14 years the governnent
was interpreting the statute in a way it now says was
pl ainly wong. That can't be the case.

But on top of that, Your Honor, there's
none of the things that are an agency rel ationship.

An agency rel ationship woul d suggest that you have
control -- the principal has control over the agent.
There's no suggestion that these hospitals have
controls over the CVSs and the Wl greens of the world.
It would be a fiduciary relationship. There's nothing
like that either. And also, there would be title that
woul d be held by the covered --

HON. AMBRO: But let's say that
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Wal greens is the contract pharmacy for a covered
entity. And Wal greens has nyriad |ocations, back to
sone extent ny prior question. Are you saying that
you will only deliver to Wal greens in one place even
t hough it has 100 | ocations in a particular state, 200
| ocati ons?

MR. PARRISH: So what -- just to be
cl ear, Your Honor, what we're saying is that if the
covered -- we only will -- we'll only offer the drugs
to the covered entity and give it to the covered
entity. Under our policy, if the covered entity has
an i n-house contract pharmacy, we will deliver to that
i n- house pharnmacy.

HON. AMBRO. Understood. But nost of
them don't.

MR. PARRI SH: Mst of themdon't. So
if they don't, what we will do under our policy, at
the start of the case, we would deliver it to one
contract pharmacy. W now agree to deliver it to two
of their choosing. But it's not every WAl greens
across the country.

HON. AMBRO:. When | say contract
pharmacy, let's say Wal greens was the contract
pharmacy. Are you saying you'll only deliver to how

many | ocati ons?
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MR. PARRI SH: Two | ocations. Not every
| ocation of -- that Wal greens m ght have.

HON. AMBRO: So that Wl greens woul d
have to do the dispersing out fromthat particular
| ocati on.

MR. PARRI SH: For the covered entity,
yeah. But there's nothing weird about that. |If you
t hi nk about the statute, what the purpose was is that
these are disproportionate shared hospitals that are
serving local communities that have people that wal k
in who are uninsured. Those are the patients they're
supposed to benefit. What M. Francisco said is
absolutely right. The problem about this expansion is
that it's not helping the patients. There's |lots of
reports on that. What it's doing is it's creating
extra noney for the contract pharnacies who aren't
even supposed to be part of the program

HON. AMBRO Isn't part of the problem
fromthe governnment's perspective that you' ve got, in
the DC circuit, the Seventh Circuit here, you' ve got
five different manufacturers.

MR. PARRI SH: Yeah.

HON. AMBRO: And they all seemto have
different ways of addressing this perceived problem

How do you go about trying to get sonething that's at

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 34  Date Filed: 11/29/2022

Page 34

| east sem wunifornf?

MR. PARRI SH: So what you do, Your
Honor, is you say the statute inposed one thing. It
i nposed an offer obligation. The second thing you say
is it did not displace any other comon |aw rights
t hat manufacturers have over their drugs just like if
you were to make sonething yourself, unless a statute
told that you couldn't do something with it, you woul d
be free to sell it and to whonever, wherever you want.
And you say those two principles stay in place. And
t herefore what you say is that you say Congress
understood that this was a charitable programthat
manuf acturers have always provided. It was for the
benefit of those patients that visit the covered
entities thensel ves not those patients -- not the Bil
Gates that conme in and then go off to a contract
pharmacy a hundred m |l es away but the patients that
come in to the covered entity itself. You say those
three things and the case is over. And all you have
to do, Your Honor, for in terns of your |anguage as
you say, the governnment's |egal position that's taken
the letter and the advisory opinion is contrary to
law. It's also arbitrary and caprici ous.

HON. KRAUSE: But where do you get that

restriction that this was focused just on the patients
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who were |ocal on site?

MR. PARRI SH: Because when the statute
was enacted, it -- first of all, it has all of these
provisions. The first one is it's only to a covered
entity. Then what it says, it says there shall be no
di version to anybody other than the patient.

HON. KRAUSE: These are patients,
right? They're patients who were getting a
prescription fromthe covered entity. It's just that
they're going to fill it not at the pharmacy
downstairs in the covered entity but at the Wl greens
that's 40 m | es away.

MR. PARRI SH: Ri ght . But the
i nposition -- so the key point that M. Francisco was
making i s that when they do that, the patient is no
different off because what happens is the patient pays
in the vast majority of the case, like 99 percent of
the tinme, the patient pays the full price. And what's
happening is, is that the contract pharmacy and the
covered entities are pocketing the spread. What
Congress intended originally --

HON. BIBAS: Even if the patient's
uni nsur ed?

MR. PARRI SH: Even -- yes. That's --

|"msorry, Your Honor. That's the frustration that we
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have with this programis that what's going onis, is
that the uninsured patients that would -- used to cone
into the hospital and then the hospital would say |
have drugs that have been provided at a discount, ['II
give themto you, those patients aren't being treated
that way anynore. And both -- what's happening
instead, the patients that are getting are -- both the
i nsured and the uninsured are not being treated
differently unless they have that card which is the
1.4 percent that M. Francisco talked about. And so,
the problemis it's not helping the patients.

And if | can, you notice in our brief,
there's a real takings problemthat underlies this
which is that as long as you are transferring to
covered entities, it has a nexus to the program which
is to help the patients.

HON. BI BAS: Those (indiscernible) take
part in the programyou take the conditions that cone
with it, it's not a taking.

MR. PARRI SH:  Your Honor, only if --
only if the statute is not read the way that we think
it is. So if you want to make that argunent, you have
to say that the statute in the first place is clear.
But the reason why you wouldn't interpret the statute

adventurously is because --

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 37  Date Filed: 11/29/2022

Page 37

HON. BI BAS: That anything. Either
you're right on the statute or you're wong on the
statute.

MR. PARRI SH: Well, Your Honor, what |
woul d say, Your Honor, is it would be odd to read a
statute that doesn't talk at all about delivery and
t hen say that the point of it is to transfer for the
private benefit of these contract pharmacies which is
what i s happening. The contract pharnmacies are not
part of the statute. But they're making a windfall in
the profits fromthe sale of these drugs.

HON. KRAUSE: But why isn't that just
incidental ? Because these are covered entities that
happened not to have an in-house pharmacy and there
woul d be a | ot of expense and burden that would go
along with setting that up or running it, so there's a
cost associated with that. It's a cost that is -- and
the effort is being taken on by the contract pharmacy
so they get a fee for the work that they're doing.

MR. PARRI SH. So, Your Honor, you saw
what was in the briefs which is that we're talking
about, depending on the year, 3.6 billion that's being
pocket ed by the contract pharmacies which is not at
all associated with the cost. It's entirely extra

spread or revenues. And we've seen a growh in the
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program wi t hout any growth in uninsured patients from
9 billion in 2010 to 38 billion in 2020. AIl of this
growth is explained not by hel pi ng i ndi gent patients.
It's all explained by the arbitrage that's happened by
sendi ng these drugs across the country in a way that
allows themto sell drugs to fully insured patients
and then pocket the difference.

HON. KRAUSE: How is there any
different benefit to patients who are going to get
their drugs fromtheir contract pharmacies than if it
were an in-house pharmacy?

MR. PARRISH: Well -- 1'm--

HON. KRAUSE: Well, you seemto be
saying that these contract pharnmacies aren't hel ping
the patients. They were intended to help patients.
They' re not hel ping the patients. But howis the
benefit any different when the patient goes downstairs
to the in-house pharmacy? They still have their
i nsurance, right? And --

MR. PARRI SH:  Your Honor, what we woul d
say is this. As long as the programis interpreted as
Congress intended, which is that the offer inposes
just that obligation and you can't divert to third
parties so only the covered entities --

HON. AMBRO: No. But she's asking a
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practical question.

MR. PARRI SH: Well, what |I'msaying is

if you do that, then the patient -- the patients that
need the nedications will go to the hospital and they
wi |l get the nedications they need. The patients that
are | ocated at CVS a hundred mles away, they' Il stil

get the nedications they need. Their insurance wll
still pay for the medication. The only difference is,
is that the pharmacy won't be able to then get the

di scount through the covered entity and then pocket it
for thenmselves. So this is not inpacting the
patients. You're right. The patients see it the
same. The difference is, is that all of these
patients that are now going to these distance
pharmaci es are, as an accounting nmechani sm being
treated as if they're entitled to a discounted price.
They're not getting it. But the discount is then
going in the pockets of the pharnacies and the covered
entities. That's why it's grown from9 billion to 38
billion. And that's why it's not incidental because

t hese contract pharmacies, |like the CVS and Wal greens,
they say this is material to their profits and the
revenues because we're tal king about three plus
billion a year that doesn't have anything to do with

the patients. It's just a question of pocketing the
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noney.

HON. AMBRO. But if we read the statute
your way of that 3.6 billion that was going to the
pharmaci es, would all -- would any portion of that
come back to you if it were not given -- if they
didn't get the advantage of that particul ar amount of
noney?

MR. PARRI SH: Well, presumably, it
woul d, yes, because --

HON. AMBRO  How - -

MR. PARRI SH: -- instead of that --

HON. AMBRO. How would it work out
practically?

MR. PARRI SH: Well, Your Honor, so if
all -- I guess the point is, if the drug is usually
$100 and then it's being sold at a penny, that 99.99
difference is what's making up that billion. And the
question is, is that appropriately -- can you read
"offer" so broadly that it means that we have this
obligation to deliver to the pharmacies. And our
submi ssion is, is that's not in the statute. And the
background principal on that is that it shouldn't be
in the statute because Congress hasn't spoken to that.

HON. AMBRO: But | thought what the

phar maci es were doing for purposes -- if acting in
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effect as the agent for the covered entity, they're
charging sone fee. Correct?

MR. PARRI SH: The full price, yeah.

HON. AMBRO. Oh. They're --

MR. PARRI SH: They're charging the
custonmer the full price of the drug. And then what
they're doing is they're going back to the covered
entity and said there's sonebody here that we think at
one time was connected to you that we're going to cal
them a patient and therefore please replenish the drug
at the discounted price. And then the spread, which
is the difference between the regular price and the
di scounted price, that gets pocketed and shared
bet ween the covered entity and the contract pharnacy.
And our point -- and this is why -- Judge, | don't
mean to argue about the takings point. But the reason
why it's inportant that the original program was
confined to covered entities and to their patients and
prohi bited diversion was to stop others from
benefiting fromthe program because there's a huge
probl em when you're trying to take noney from one
preferred group and give it to another. So they
wanted it tied to benefiting the patients. And the
problemis, is it's lost track of that because it's

now just a matter of making noney for the pharmacies.
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HON. KRAUSE: But the primary focus
seenms to be the benefit of the covered entity and the
patients not precluding others. | nmean, there are --
there's the prime vendor. There are third parties
that were contenpl ated are going to nake sone profit
off the transactions. Right? So if we ook at the --
if we're looking at the benefit to the covered entity,
the covered entity fromthe contract pharmacies is
still getting a benefit. Perhaps |ess because of
what's shared with the contract pharmacy. But the
covered entity is still getting sone benefit and the
patient is getting sonme benefit. So why doesn't it
serve that very nodest purpose that the original
program di d?

MR. PARRI SH: Well, what | woul d say,
Your Honor -- and I'msorry. | notice nmy time's up
but if I could save a little tinme for rebuttal. But
et me answer this.

HON. AMBRO No. W're not going to --

MR. PARRI SH: Ckay. Thank you.

HON. AMBRO: -- affect your tine for
rebuttal .

MR. PARRISH: All | would say is that
that's sort of the Christensen problemin the sense

that | realize that statutes have | ots of purposes.
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But it's a m stake to say just because it furthers one
purpose. Congress nmade a tradeoff which is it said
this is alittle odd that we're going to force a
charitable obligation to transfer essentially your
property to sonebody else. But we will do it within
confines because it benefits the patients. And then
we'll allow the covered entities within those confines
of getting the drugs thenselves to actually keep the
spread rather than passing the discount on to the

pati ent because we think they' Il reinvest. And what's
happened over the years is that they're not doing that
anynmore. It's not helping the patients.

And what we would say is that although
that's all hel pful background to the Court, the Court
doesn't need to get there. All the Court needs to do
is say does the obligation to offer at a price include
the obligation to deliver to third parties at third
party locations. There's no argunent that it does.
The governnment's only argunment is to flip it and say
t hat you don't have your common |law rights. And
Chri stensen says that's wong. And then the Court can
just rest there.

HON. KRAUSE: So if | can just --

MR. PARRI SH: Yeah.

HON. KRAUSE: Say that a covered entity
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has -- sets up a third party adm nistrator. And it
has these patients that are working contract
pharmaci es all over the country. You don't have any
obj ection to the order being placed by the covered
entity the full anmount of the pharnmaceutical drugs
being delivered to themand for their third party
adm nistrator to then distribute it to all the

phar maci es.

MR. PARRI SH: Yeah. So they --

HON. KRAUSE: |s that right?

MR. PARRI SH: They can't do that. So
t here have been cases in the past where this problem
of diversion is where the covered entity has set
itself up like a wholesaler where they' re going to
take the drugs and then sell them around the country.
And the reason why they can't do that is the lawis
very clear that they don't have whol esal e |icensing
rights. And that would be the type of diversion that
the statute's supposed to prohibit.

HON. KRAUSE: But it's not diversion
until it gets into the hands of the wong patient. If
it's going to their patient at a contract pharmacy, a
prescription that was witten by one of their
providers, there's no diversion there. Right?

MR. PARRI SH: Well, Your Honor, | think
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there is in the sense that | think the correct reading
of the diversion is particularly if that contract
pharmacy was making any profit off of it beyond bona
fide cost of providing the service.

But what |I'm saying is there's not
under the 340B program but there's other |aws out
there that limt when you can actually transfer |ike
that which is why this program has devel oped. One of
the things to recognize is that this does not exist in
nature. These types of replenishment nodels, the idea
that we would be -- we don't ship to any other
pharmaci es on the request of a custoner |ike this.
This is all just for the 340B program It's been nmade
up by consultants that realize that if you did it this
way, contract pharmacies, and then in turn covered
entities, could generate nore noney. But that's way
beyond what the program was ever intended.

We don't need to convince the Court of
all that. W just need to convince the Court that
of fering does not include delivering to third parties.

HON. AMBRO: Thank you. We'll get you
back for rebuttal

MR. PARRI SH: Thank you very mnuch

HON. AMBRO. | don't want to

m spronounce your name as Kedem [ Keh-den or Kedem
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[ Ka- deem ?

MR. KEDEM It's Kedem [Keh-deni.

HON. AMBRO: Kedem [ Keh-den]. Thank
you, Sir.

MR. KEDEM Thank you, Your Honor
Al'l on Kedem on behal f of AstraZeneca Pharnmaceuticals.
If I could reserve five mnutes for rebuttal

HON. AMBRO. That's fi ne.

MR. KEDEM Perhaps a good place to
start would be with the two district court decisions
you have in front of you because although they reach
different results, | actually think there is a fair
anmount of overlap on the central issue that we take to
be at the heart of this case. Both Judge Stark and
Chi ef Judge Wl fson took a | ook at Section 340B and
determ ned that there was no requirenent to deliver
di scounted drugs to third party contract pharmacies
contained in the statute. Where they differ is that
Chi ef Judge Wbl fson then went on to say there's
nothing that affirmatively authorizes manufacturers to
restrict distribution and therefore they're forbidden
from doi ng so whereas Judge Stark | ooked at the May
17th violation letter and its accusation that
AstraZeneca had directly violated its obligations

under 340B and said that can't be right. |If there's
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no such requirenent in the statute then there can't be
a direct violation.

And we respectfully suggest that Judge
Stark's way of | ooking at things is correct, both as a
matter of admi nistrative law in which agency action
has to be judged on the grounds articul ated by the
agency itself, but also as a matter of constitutional
princi ple under which private parties retain the right
to structure their affairs as they see fit unl ess
there's sonmething in the | aw that says that they
can't. But they don't need affirmative authorization
to act the way that a federal agency would. And |
think it's that APA overlay that actually nmakes this
quite an easy case. And | agree with ny friends from
Sanofi and Novo that the only question before the
Court is whether the May 17 violation letters and, to
the extent that you're going to consider it, the
advi sory opinion as well, is correct that there is an
obligation in the statute itself to deliver unlimted
amount s of discounted drugs to third party contract
pharmaci es. And since we're so focused on the statute
and the nust-offer provision, I'd |ike to just put on
the table, at the risk of being a little bit tedious,
sone additional textual argunents as to why there is

no such third party delivery obligation in the nust-
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of f er provision.

So we' ve tal ked about what the word
"of fer" means. The manufacturers provide sone
dictionary definitions. Perhaps our friend fromthe
governnent, M. Aguilar, wll tell you what the
government thinks the word "offer” nmeans, but there is
no connotation of delivery included in the word
"offer". But it's actually quite a bit stronger than
t hat because it's not just a generic offer. The
statute refers to an offer for purchase. And it's an
of fer for purchase at a particular price. So the
conmbi nation --

HON. AMBRO. Again, maybe it's semantic
ganes but isn't it -- aren't we dealing with offers
with conditions from in this case, three different
manuf acturers, then you add the other Novartis and Eli
Lilly and you have five different manufacturers?

MR. KEDEM So the conditions are
pl aced on delivery. But | think there's a threshold
question whether that's a condition on an offer. You
have to figure out whether an offer includes any
representation with respect to delivery in the first
place. And we're sinply submtting that when you're
tal king about an offer for purchase at a price --

HON. AMBRO. But | can say to you |
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offer you X on the condition that | deliver it to you
only at position A

MR. KEDEM Sure. And | think if there
were those additional textual elements in the statute
then I think we would then [ ead them back into what it
means to be an offer. Since there is nothing of the
sort in the statute, | think we can assune that offer
just has its sort of generic definition.

HON. AMBRO: But ny question is -- ny
hypot hetical is there is an offer with a condition.
And - -

MR. KEDEM Ri ght.

HON. AMBRO. -- we see five different
types of conditions here.

MR. KEDEM Ri ght . But --

HON. AMBRO: Wiy isn't that considered
part of the offer?

MR. KEDEM So | think the offer is to
the covered entities for purchase at the ceiling price

in unlimted anpunts. And that is the elenment of the

offer --
HON. AMBRO: At or below the ceiling --
MR. KEDEM -- that the statute speaks
to.
HON. AMBRO. -- price, right?
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MR. KEDEM  Pardon?

HON. AMBRO At or below the ceiling
price, right?

MR. KEDEM At or below the ceiling
price, that's correct. And those are the el enents
that the statute speaks to. The only question is
whet her, in tal king about an offer for purchase, the
statute al so includes some additional condition or
requirement with respect to delivery. And based on
the dictionary definition plus the conbination of
purchase and the price, we're suggesting that it does
not .

But in addition, it's an offer to each
covered entity, a termthat Congress defined with
I ncredi ble specificity going so far as to distinguish
different parts of the sane hospital, giving 340B
treatnment for one and not another. As Judge Stark
pointed out, it is deeply inplausible to think that
t he same Congress which defined covered entity with
such exquisite specificity nevertheless inplicitly
i ncl uded distribution requirenents to unnanmed third
parti es.

Third, there are other provisions in
Section 340B that specifically deal with third party

arrangenents including distribution. For instance,
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subsection (a)(8) is the prine vendor program And it
applies to prime vendors under which "covered entities
may enter into contracts with prime vendors for the
di stribution of covered outpatient drugs”. So exactly
this sort of third party contract distribution
| anguage we don't have in subsection (a)(l1). W also
have (d)(2) which tal ks about distributors and (d)(3)
whi ch tal ks about representatives of covered entities.

And then we have the broader context of
the Veterans Health Care Act which created the 340B
program W point you to section 603 which tal ks
about di scounted drugs purchased by a federal agency
but "delivered through a comercial entity operating
under a contract through such agency". So again,
third party distribution contract |anguage that we
don't have. The reason 603 is so notable is because
the i mmedi ately preceding section, section 602, is the
one that created the 340B program

So I think when you put all of those
together, | think it thoroughly rebuts the idea that
there's some sort of inplicit delivery obligation

HON. KRAUSE: Judge Stark accepted the
argunent that there was this about face and change in
the agency's policy. But when you | ook back at what

they were saying in '93, in "94, in '96, '97, 2001,
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there is repeatedly this expression of -- or repeated
rejection of the argunment that you can't -- that

there's not a requirenent to give to the contract
phar maci es.

MR. KEDEM  So --

HON. KRAUSE: Right?

MR. KEDEM  Yeah

HON. KRAUSE: There's comrentary sayi ng
we'd like the specificity that there's no requirenent
to give these drugs to anything other than the covered
entity itself and the agency is rejecting that
explicitly as early as '94.

MR. KEDEM So | think that that's
right but with a pretty significant caveat because
what you'll see, for instance, |ooking at the 1994
gui dance, what they said is that covered entities
coul d use purchasing agents so long as the drugs were
delivered to the covered entities thenselves which is
flatly inconsistent with the idea of contract pharmacy
use. It was only in '96 that they endorsed the idea
of contract pharmacy use. But again, they inposed al
sorts of conditions which are no | onger being net.

For instance, that the covered entity had to retain
title. And, for instance, they had to be the ones to

set the price for the drugs. That was maintai ned as
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well in 2010 when they opened things up. But even in
2010, they never said that this was inposed as a
statutory requirement. That's the key el enent, we

t hi nk, that the governnment has never even acknow edged
much | ess explained which is that it was only in
Decenber 30th of 2020 that the governnent, in the form
of the advisory opinion, for the very first tine said
that there was an actual statutory obligation that
manuf acturers would violate if they failed to deliver
to third party contract pharnmacies. That does not
appear at any previous point. And that is, by itself,
a sufficient basis to conclude that there's an APA

vi ol ati on.

But even if you don't believe our
textual argunment and you do think that maybe there is
sone sort of inplicit connotation within the word
"offer"” that includes sonething about delivery, | want
to give you a few different ways --

HON. AMBRO: Let ne go back to what you
just said that you believe there is an APA violation
and your co-counsel believe that there is as well.

If there is an APA violation, do we
need to go into the nmerits of the statutory
construction argunments?

MR. KEDEM So | think technically you
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probably wouldn't. It would suffice just to point
that out and send it back to the agency. Both sides,
t hough, | think are urging you to at |east start with
the text to provide a little bit of clarity as to what
it is that we're talking about. | think it would be
appropriate to do so. And we've |aid out what we
think is a pretty good textual argunent.

Let ne give you a few additional ways
to look at the nust-offer requirenent even if you
don't buy our primary textual subm ssion that there's
just no distribution requirenment contained in it.

One thing is, you could consider that
it's the type of offer that the other side can accept.
Now we don't think that that's textually what "offer"
means. But even if you thought that, all the
manuf acturers that you have before you have nade t hat
type of offer because all of us allow distribution
either to the covered entity itself through its own
i n- house pharmacy or through sone contract pharmacy if
t hey don't have one.

You mght think it's the type of offer
that's typical in the marketplace. Again, all of the
manuf acturers woul d satisfy that because no ot her
comrerci al purchaser ever uses contract pharmaci es of

the sort that are used by covered entities. It is
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unknown outside of the 340B program And the only
reason that it's used in the 340B programis because
of this replenishment nodel arbitrage that we've been
tal ki ng about.

You could also think that perhaps there
is sone sort of equal treatnent or nost favored nation
principle inherent in the word "offer”. |It's the type
of offer that's at | east as good as the one made
avai l able. Again, we all satisfy that and nore than
satisfy that because covered entities, unlike any
ot her purchaser, are allowed to designate at |east one
contract pharmacy -- to designate a contract pharmacy
if they don't have their own in-house pharmacy. |It's
sonet hi ng no one else is offered.

HON. AMBRO.  You want to take away the
"at least"?

MR. KEDEM  Pardon?
HON. AMBRO  You want to just take away
the "at |east"?

MR. KEDEM For us, it is just one.

That is correct. | think for some of the other
manuf acturers, maybe they allow it if you provide
clainms data. You're correct, though. For
AstraZeneca, it is just one designation.

And that's really just the final way of
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| ooking at it is, it is an offer if it's the type of
of fer that the agency itself was endorsing for the

maj ority of the programis |lifespan. CObviously, the
agency did not think that it was illusory to offer
directly to the covered entity itself if it has an in-
house pharmacy or to a -- to one contract pharmacy
because that's the nodel that the agency itself was
endor si ng up through 2010.

So | think any of those ways woul d
still lead you to the sane conclusion if you just
didn't want to base it solely on the dictionary
definition.

Judge Krause, you had a question about
patient access and why is it any different when you're
provi di ng drugs through your own in-house pharnmacy
versus externally. And there is, in fact, a pretty
big difference and it's reflected in the statistics.
If you are a patient of the covered entity and then
you go downstairs to the pharmacy, they know that
you're a patient of the covered entity. And so
they' re much nore likely to be able to give you the
di scount from 340B at the point of sale.

If, however, you were just wal king
across the street to the CVS and the CVS has a

contract arrangenent with the covered entity and
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they' re using the repl eni shment nodel, the drugs have
al ready been shipped to that CVS. They' ve been pl aced
on the store shelves al ongside all of the other drugs.
There's no differentiation made. And the CVS is
serving not just patients of the covered entity but
anyone who wal ks in the door. And so they don't know
at the point of sale whether you are a patient of the
covered entity or soneone else. And so they charge
you full price or your insurer they charge full price.
And then there is sone retrospective process that goes
on weeks, nonths, sonetines even as nuch as a year

| ater where the contract pharmacy deci des whet her some
number of the patients fromthe prior period were
patients of the covered entity. Usually, they
outsource this job to what's called a third party

adm ni strator which uses sonme sort of algorithmto
basically give an educated guess. Often, what they'l
say is, well, it seens as if this patient had an

appoi ntment with the covered entity in the prior nonth
and therefore we're going to assune that that prior
appoi nt ment was where they got the prescription that
was filled at the CVS. Maybe that's true; maybe it's
not. But by that time, the patient is |ong gone and
so sees none of the benefit. And what the statistics

show i s that although covered entities who provide

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 58 Date Filed: 11/29/2022

Page 58

services through their own in-house pharnacies often
provi de discounts directly to the patient, it is very,
very rare for themto do so through third party
contract pharmacies. It is only the instance that ny
friend, M. Francisco, tal ked about where they give
them essentially a 340B card so that when they go to
the CVS, they can present it at the point of sale and
get the discount then. But it is roughly two percent
of the tinme according to a recent industry study. And
that's why -- what the Governnent Accountability

O fice and the agency itself have determned is that
di scounts are just not passed on to patients when the
contract pharmacy nodel is used.

HON. KRAUSE: \Where do we have in the
record, in the GSA study or el sewhere the conparison
of that benefit to the benefit to the patient from
contract pharmaci es versus in-house pharnmaci es?

MR. KEDEM So | can take a | ook at
whi ch GAO study I'mreferring to and see where in the
briefs. I1t's not in the admnistrative record and |
think that's the key point because it doesn't nmatter
to the statutory question that's enbedded in the May
17th violation letter. The agency, although they
include a lot of factual material in the

adm ni strative record, they don't actually rely on it
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in the May 17th letter because it's sort of irrelevant
to the statutory question that you have before you.
And so, | agree with you. This is all very useful
context and | think we all understand their inportant
policy concerns. But as Judge Stark put very
el oquently, those policy concerns are ones that
Congress can deal with. The only question that you
have before you is a question as to whether the My
17th letter was correct that the statute itself
i nposes this third party distribution requirenent on
manuf acturers. |If it doesn't, that is sufficient to
determine that the letter is invalid and set it aside
on that basis.

HON. AMBRO:  Thank you.

MR. KEDEM  Thank you.

HON. AMBRO: We'Il get you back on
rebuttal .

M. Aguilar?

MR. AGUI LAR: My it please the Court.
Dani el Aguilar for the federal defendants.

So | think there are two --

HON. AMBRO. The third rodeo on this
one?

MR. AGUI LAR: The second, Your Honor.

Unfortunately, | was sick for the Seventh Circuit so
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my col |l eague took it over which I --

HON. AMBRO: That was probably a good

day --
MR. AGUI LAR: -- greatly appreciated.
HON. AMBRO -- for you.
MR. AGUI LAR: Except for the sickness.
HON. AMBRO  That was a rough oral
argunent .

MR. AGQUI LAR: To be fair, I'd rather be
talking with you all than cooped up with the flu. But

So | think there have been two strands
of discussion that have been going on today. One is
the |l egal question that's before the Court, statutory
construction, the text and structure of the statute,
et cetera, and the agency's position in construing
that over a nunber of years. And then additionally, a
questi on about how the 340B program works as a whol e,
how it works with the manufacturers, the agency, the
covered entities and their patients.

And so, | know the Court has thought a
| ot about this and we've heard a | ot about this. [|'m
happy to answer your questions. But just for --

HON. AMBRO. Just as a factual

guestion, how many --
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MR. AGUI LAR:  Sure.

HON. AMBRO: -- contract pharmacies is
each covered entity actually using right now. Do you
know?

MR. AGQUI LAR: That | don't know. |
know there are several thousand covered entities
currently in the program and several thousand contract
pharmaci es that work with them There are 734 drug
manuf acturers who al so participate in the 340B
program And so at |least fromthe practical
st andpoi nt of how the programis adm nistered, if each
manuf acturer is permtted to set conditions at the
out set about whet her and how you nust conply before we
will get your drugs to the pharmacy that will dispense
them then covered entities need to navigate a web of
hundreds of potentially different policies with either
radi us of how far the contract pharmacy is to the
covered entity, with whether or not the manufacturer
deems it within their discretion to deliver it to that
contract pharmacy, whether they need to update clains
data to one particular third party server or another,
et cetera. And that really goes to the question of
whose programthis is to admnister. And what this --

HON. AMBRO  Actually, there's an easy

response to that. |It's just -- let's have a Court
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tell us or Courts, if they're in unison, tell us
exactly how the statute is to be interpreted.

MR. AGUI LAR: And so just going to that
statutory question, Your Honor, | think both the text
of subsection (a) and the statutory structure as a
whol e support the government's readi ng which is why
the District Court for New Jersey cane up with that.
And if you want to go into the nerits of this as well,
so subsection (a), which is at page 1 of our addendum
| ays out an unqualified obligation.

HON. BI BAS: Which |anguage in (a)(1)
here supports your case?

MR. AGUILAR: So it's both the first
sentence and the | ast sentence. And the relevant --

HON. BI BAS: The "purchased by" phrase?

MR. AGQUI LAR: "The Secretary shal
enter into an agreenent with each manufacturer...under
which the amount...to be paid...for covered outpatient
drugs...purchased by a covered entity" --

HON. BIBAS: A covered entity,

si ngul ar.
MR. AGUI LAR:  Yes.
HON. BI BAS: Ckay.
MR. AGUI LAR: Because they're
i ndi vidually doing the purchasing -- does not exceed
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the ceiling price.

HON. BI BAS: Ckay.

MR. AGUI LAR: And then at the end, it
"shall require that the manufacturer offer each
covered entity covered outpatient drugs for purchase
at or below the applicable ceiling price".

HON. BIBAS: Ckay. So what in these
words are the three drug conpani es here viol ating?

MR. AGQUI LAR: They are not selling the
drugs at the 340B price if --

HON. BI BAS: They are selling them --
offering them for sale.

MR. AGQUILAR: -- if the covered entity

does not conply with their conditions at the outset.

So --

HON. BI BAS: Okay. So they're required
to sell it on the noon or in low Earth orbit.

MR. AGUI LAR:  No, Your Honor.

HON. BIBAS: No. They're not. Wy
not ?

MR. AGUI LAR: Because drugs have to be
di spensed pursuant to a prescription as set out in
federal and state |aw which usually nmeans di spensati on
in the doctor's office or at a pharnmacy.

HON. Bl BAS: And there's the O suka
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brief which says that your current position conflicts
with requirenents that they have to supervise
phar maci es di spensing these kidney nedici ne, JYNARQUE.
And yet, your position suggests, no, they can't put
any conditions on dispensing these nedications.

MR. AGUILAR: So I think in ternms of
t he di spensation requirenent, one, that's why the
pharmaci es are in the business of being able to
di spense drugs generally because as Congress knew when
it enacted the 340 --

HON. AMBRO. Yeah. But on that point
t hat Judge Bi bas makes, you need specialized training
for that particular drug. And are you saying to us
that if you go to a particular location, they'Ill say,
| ook, we don't have people with that specialized
training. You can get this but you' re going to have
to go to this particular other place.

MR. AGUI LAR: So | know --

HON. AMBRO. What's wrong with that?

MR. AGUI LAR:  For particular
specialized drugs -- and this is reflected in the 2018
Gover nment Accountability O fice report. There are
speci ali zed pharmaci es that deal with that that have
peopl e who have particul ar training and particul ar

know edge on how to di spense those and for particul ar
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specialty drugs, as | understand it, that's how
they're di spensed. Many of these drugs don't
necessarily require that sane sort of specialization,
insulin, for exanple. But it is the kind of thing
where people need it. And they need it on --

HON. AMBRO. But the manufacturer is
sayi ng, | ook, we're concerned about |ives just as
everybody else is. And we're telling you we are only
going to offer this to the covered entity provided
that it be distributed at a place that has specialized
personnel. There's nothing wong with that, is there?

MR. AGUI LAR: So I think -- so, one,
obviously, that's not this case. But, two, what the
agency --

HON. AMBRO. Well, | nean, that's why
it's a hypothetical.

MR. AGQUI LAR: | know. | was just
flaggi ng that because | think the dispute here really
does turn on contract pharmacies and their history.
But just going to your question, Your Honor, what the
agency has consistently stated and what's been our
consi stent position since the 1993 gui dance was where
manuf acturers said we want, as part of our contracts
with the covered entities, to sell these drugs to

requi re assurances that they' re conplying with the
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statutory requirements of the 340B program And what
t he agency said was that's not perm ssible at the
outset. The covered entities do need to conply with
those statutory obligations. And it is our
responsibility -- it is the federal responsibility to
ensure that those are --

HON. AMBRO  But ny question to you

MR. AGUI LAR: -- enforced.

HON. AMBRO. -- are they -- the exanple
-- the hypothetical that | gave is the covered entity
to the contract pharmacy conplying or not conplying?

MR. AGUI LAR: By selling their
particul ar drug that needs specialized care?

HON. AMBRO  Correct.

MR. AGUILAR: | think it would depend
on the state law or the federal law that is requiring
that particul ar dispensation. | don't know enough
about the particular fact pattern but it would say you
woul d need to | ook --

HON. AMBRO Let's say --

MR. AGUILAR. =-- to the applicable --

HON. AMBRO Let's say that the state
| aw or the federal |aw, whatever |aw applies, is

saying that you can only di spense generic, for

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 67  Date Filed: 11/29/2022

Page 67

exampl e, at certain specialized -- certain |ocations
where you have specialized personnel who are trained
in how this drug is to be dispensed. M question to
you i s --

MR. AGUI LAR:  Yes.

HON. AMBRO. -- does HHS view that as a
viol ation of the 340B program

MR. AGUILAR: | don't think it would be
a violation of the 340B program | think it would
potentially cone into question of whether or not it's
a violation of that applicable | aw regarding the
di spensi ng of that particul ar nmedication.

HON. AMBRO. But let's assunme for a
nmoment it's not a violation of the applicable | aw
under state law, for exanmple. So now |I'm asking you
is it a violation of the 340B program

MR. AGUILAR: So |I'm going to repeat
t he question to nake sure that |'m understanding it.
There is dispensing of a particular nedication that
conplies with state | aw?

HON. AMBRO: The manufacturer is saying

that I wll distribute generic -- I will offer it to
you only if you distribute it to |locations -- or a
| ocation that has specialized trained personnel. Does

HHS vi ew that condition as a violation of the 340B
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progranf

MR. AGUI LAR: Yeah. That would be a
uni l ateral requirenent that the manufacturer is
i nposi ng at the outset about whether or not --

HON. AMBRO. Is it a violation? Yes
or --

MR. AGUILAR: Yes. | was trying to say
yes, Your Honor --

HON. BIBAS: Let's say the
manuf acturer --

MR. AGUI LAR: -- and explain.

HON. BIBAS: -- has noticed a pattern
of unusual kidney cysts that energed fromthe use of
this drug. But the FDA has not yet put a black box on
it or limted it. You're saying the manufacturer has
to continue to distribute it through all these
di fferent pharmaci es when they m ght get sued in tort
for not narromng this down to the |ist of people who
are getting the right kind of counseling and di agnosi s
t hrough the pharmacy. You're saying 340B -- they're
going to be |iable under 340B.

MR. AGQUI LAR: |'m saying that 340B
statute sets out a system by which when manufacturers
or covered entities have conplaints or concerns about

how t he programis operating, there is a reticul ated
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scheme --

HON. BI BAS: Ckay.

MR. AGQUI LAR: -- for addressing those.

HON. BIBAS: A reticulated scheme that
does not give your agency rul emaking authority. You
agree. We're not in Chevron |and here.

MR. AGUI LAR: Yes, Your Honor.

HON. BIBAS: Well, then why is it that
several pages later in the sane statute, we have
subsections that deal with distribution? W have
subsections that deal with the depos in the next
section, the Veterans Health Care Act. And yet,
there's no mention of distribution networks in this
one. Why should we read back to (a)(1l) the
distribution limtations that Congress spelled out
later in the sane section and also in the next
section, Section 6037

MR. AGUI LAR: So in 603, as |
understand it, that's dealing with the program whereby
t he di scounted price was applicable if it dealt with
the particul ar depo and warehouse system And we're
saying if you're working outside of that system the
di scount is not applicable. So it's setting up a
cl osed system of distribution. There's no simlar

restriction here. And what happens is, is if a
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patient has a prescription and tries to fill it
outside of the covered entity or just at a pharmacy
generally, simlarly, they do not receive any
statutory di scount.

HON. BI BAS: Now that sounds |ike a
reticulated schene. | don't see that reticul ation
back in (a)(1).

MR. AGQUILAR: So (a)(1l) sets out the
unqualified obligation that we're saying. | think the
reticulated scheme is in those foll ow on subsections
and paragraphs. What it says is if a manufacturer is
concerned that there are being duplicative discounts
or diversions to nonpatients, it first nust conduct an
audit of the covered entity. And then after that
audit, then the secretary, based on the findings or
based on HHS' own audit, can bring an enforcenent
action. And the result of that enforcenent action, if
a violation is denonstrated, is that the covered
entity has to pay back the discount to the
manuf acturer. And then additionally, later on --

HON. BIBAS: The covered entity in
(a)(4) has 15 specific categories.

MR. AGUI LAR:  Yes.

HON. BI BAS: Contract pharmacies are

not one of them Yet, the contract pharnacy appears
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to be taking title to the pills, at |east under sone
of these distribution schenes, and then w nding up
with some rebate later. So isn't the -- if there's
any violation, is the violation using the contract
pharmacy when it's not listed in (a)(4)?

MR. AGUI LAR: So HHS' consi stent
gui dance has been that covered entities need to take
title to the purchased drugs. They need to ensure
t hat when they're at a contract pharnmacy for
di spensing to patients that all of the 340B statutory
obligations (indiscernible) are still being carried
out there. And | think that in terns of if we're
t al ki ng about how the 340B accounting works, | think
the 2018 GAO report is generally helpful on this. 1In
addition, the 2020 goes along with this, too -- is
that the contract pharmacy has the drugs on site. And
then they need to match up the 340B drugs di spensed to
t he patients of 340B covered entities. Those need to
match one to one. |If there is a discrepancy or if
they don't net out, then there is potential diversion.
And then there is -- we conduct audits. And HHS
conducts about 200 audits of covered entities a year
in trying to make sure that we have a good
under st andi ng of what's happening out there in the

real worl d.
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HON. KRAUSE: How is the covered entity
in that situation taking title?

MR. AGUILAR: So it's a bill to/ship to
arrangenent. So the title resides with the covered
entity. That's why they're allowed to then dispense
the drugs to the patients at the 340B price. But many
covered entities, as Congress knew at the tine that it
enacted the 340B program do not have onsite
pharmaci es. They're costly to construct. It needs
people with specialized know edge. And a |lot of these
covered entities operate on pretty thin margins.

So Congress knew at the time -- | think
it was about five percent of covered entities had in-
house pharmaci es. The remmi nder, the vast nmmjority,
used outside pharmacies for dispensing these
medi cations. And so what HHS has consistently said
here is that's a real world scenario. And it was
under stood that these drugs were going to be dispensed
at outside pharmacies. That's how they get to the
patients.

HON. KRAUSE: But |'m asking about the
repl eni shnment nodel and how in that scenario there is
title that is retained with the covered entity when
we're tal king about pharmaceuticals that are on the

shelf in the contract pharmacy to begin wth.
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MR. AGUILAR: So | think the Community
Health Clinics' brief is helpful on this as well as
the 1996 gui dance which explains that there's no
requirenent in the statute for separate inventory
requi renents. These drugs are essentially fungible.
The pills are identical to each other. The bags are
identical to each other. And so what we want to do is
match this up at the backend to make sure that these
di scounted drugs are going to the covered entities and
the covered entities' patients, the people that
Congress intended for themto use. But having a
separate inventory requirenment saying we're going to
shove off these particular nedications here and these
are only for 340B covered entities and separate them
out, that raises practical problens. They m ght
expire. You have to devel op additional storage space
for them et cetera. And so, what HHS has
consi stently explained here as well, and | don't think
t hat anybody seriously contested it since 1996, is
that so long as the drugs are going to the patients
and you' re stretching scarce federal resources across
a broader area, that's the point of the 340B program

And so, to the extent that they're
saying this is -- |I've heard a | ot of discussion of

arbitrage to contract pharmacies. |If you |look to
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pages 51 through 54 of 2019 GAO report, those are the
adm ni strative fees that the GAO anal yzed for various
contract pharmacies. They're $3 a pill, 20 percent of
if it's covered by insurance or uninsured. And at
pages 31 to 32 of that sanme report, they denonstrate
that for a mpjority of the covered entities, both
hospitals and clinics are passing on those savings to
their patients. And as the State's brief outlines
here and as the 1996 gui dance does as well, if the
covered entity is retaining sonme of those savings,
they're reinvesting it. They're expanding services to
the dental care, OB-GYNs, mobile clinics for rura
popul ations or vaccine drives, et cetera, trying to
expand those services to poor and nedically
under served popul ati ons.

HON. BI BAS: Now | ooki ng back at the
1996 gui dance, if these manufacturers, these very sane
condi tions back in 1996, we wouldn't be here. You
woul d not have been chall enging their actions as
unl awful or violating any terns of the '96 gui dance,
woul d you?

MR. AGUI LAR: | think what we woul d say
is consistent with both the '96 gui dance and the
'93-'94 guidance, is that it's -- the 340B statute

does not | eave any room for the manufacturers to
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restrict their delivery obligations at the outset.

HON. BI BAS: But the '96 guidance did
not require using contract pharnacies, |let alone
unlimted ones.

MR. AGUI LAR: So you're correct. What
the ' 96 guidance said, though, is that we're -- the
contract pharmacy here is essentially al nost
(i ndi scerni ble) generous to the 340B program because
it's the entity required to purchase it, take title to
it and dispense it to its patients but they don't have
the facility to do that. And so what the '96 gui dance
-- sorry -- at page 25110, said is that drug
manuf acturers often sell to internediaries and
whol esal ers and contract pharnmacies. And we expect
that to continue. And we're rejecting your conment to
say that you don't even have to nmke that delivery
obligation at the outset.

HON. BIBAS: There's a nunber in the
record -- forgive ne for blanking on where it is, but
| believe the average -- | don't know if this is nean
or nmedi an di stance between the patient and the
pharmacy i s sonewhere upwards of 300 mles. \What
shoul d we nake of that? Does that just suggest that
nati onal chains |like CVS and Wal greens are just making

boat| oads of nmobney on this and it's not really about
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serving people in local comunities?

MR. AGUI LAR:  Well, 1 think what you
can make fromit that is in the adm nistrative record
is the affidavits and declarations that we have from
t he people who work at these covered entities who
explain that we run a covered entity up in the Upper
Peni nsul a of M chigan and we cover 10,000 square
mles. O | know there is an affidavit from-- |
think it's North County Health Clinic in rural Arizona
where they expl ai ned one of our patients is a
di abetic. He lives very far away from our Flagstaff
clinic where we have an onsite pharmacy so we need to
use contract pharmacies to get himhis insulin. |If
we're not allowed to use nultiple contract pharmacies,
he's very likely going to have to drive about 280
mles in order to get his insulin. Nowit's true that
he could try to purchase that sonmewhere that's not a
contract pharmacy but then he's not going to get the
di scount for that because he's purchasing it not from
the covered entity. Right?

And so, | think that that's why in
buil ding up (indiscernible) to -- and the '96 gui dance
sai d because the contract pharmacies are fairly new,
we're going to -- as nonbindi ng gui dance say covered

entities use one. W' ve heard concerns from drug
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manuf acturers about duplicate diversions -- duplicate
di scounts or diversions. So we're going to study this
problem And as our brief explains, for the next five
years, HHS conducted a nunber of audits and said we
aren't seeing many problens here, let's start a pilot
programto allow covered entities to use nultiple
contract pharmacies. They continued that and then in
2007, it said we still aren't seeing any problens. W
think that we can advi se people to use nultiple
contract pharmacies so long as they're still retaining
title, still using these contract -- sort of guidance
contract forms to make sure that they are supervising
their --

HON. BI BAS: Evolution --

MR. AGUI LAR: -- pharnmaci es.

HON. BIBAS: -- would nake perfect
sense in a world in which you had regul atory authority
and we were in Chevron |and. But you concede we're
not. So why are we |ooking at the gradual evol ution
of these prograns? W have to | ook at what the
statute just nmeans and neans is the tinme that it
passed.

MR. AGUI LAR: So two things, Your
Honor. One is, | think that this explanation of the

agency's views and explanation for them goes to the
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arbitrary and caprici ousness di scussion we were havi ng
earlier and particularly Judge Stark's opinion where
he assumed that the agency had changed vi ews over tine
wi t hout adequate explanation. So |I'm explaining why
that's incorrect.

But then also, it just goes to show
that these sorts of objections were raised at the
begi nni ng of the program saying we ought not have to
deliver to any contract pharmacy. So the agency said
we think that's an incorrect interpretation of the
statute. And nobody sued over that. |1've heard a | ot
of talk fromPlaintiff's counsel that this a new
position fromthe governnment, that this has never
happened before. But it is equally true that before
the sumer of 2020, no manufacturer had ever refused
to sell these drugs at the statutory di scounts based
on the use of contract pharmacies. That was a new
problem They started with Eli Lilly and it spread to
ot her manufacturers that devel oped in these policies.
And the governnent, for a while, encouraged the
manuf acturers to relinquish these policies. It issued
an advi sory opinion and received letters from
concerned covered entities and ultimately issued the
violation letter saying we've had this consistent view

of the statute for a long tine. And we do think this
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is a statutory violation to inpose these unilateral --
sorry, Your Honor.

HON. AMBRO: A question on the
consi stency is there are, obviously, nuances as Judge
Krause has noted from'93-'94. But looking at it
maybe overly sinmplistically, it |ooks like there was a
nonbi ndi ng gui dance, '96, that covered entities --
that they may use one contract pharmacy to nonbi ndi ng
gui dance in 2010 that they may use nore than one
contract pharmacy to binding enforceabl e guidance in
2020 that manufacturers have to deliver to multiple
contract pharmacies. And they backed that up by a
violation letter. So it |ooks to ne, maybe
sinplistically, as if the position has changed pretty
dramatically over the course of 24 years.

MR. AGQUI LAR: | disagree, Your Honor.
The nonbi ndi ng gui dance that we've issued regarding
contract pharnmaci es has al ways been advi sing covered
entities how to use them and how to address concerns
about duplicate discounts or diversion. Wat HHS has
consistently said at the sanme tine, and for even
| onger back to the '93 and ' 94 gui dance, is that
manuf acturers cannot i npose unilateral obligations
even if they're entirely consistent with the statutory

obligations that the covered entities already have.
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And the reason for that, | think, which is instructive
here, is the Suprenme Court's decision in Astra USA v.
Santa Cl ara County which addressed the 340B program
And there, covered entities were trying to sue to
enforce the contracts between the manufacturers and
the secretary saying we think there have been
violations here, we're bringing a private suit. And
the Suprenme Court said the 340B statute doesn't |eave
roomfor you to try to pursue those private
enforcenent schenes. And the relative -- the
i nportant | anguage here is on page 120 of the opinion:
"Far fromassisting HHS, suits [like 340B entities]
woul d underm ne the agency’s efforts to adm nister
bot h Medi caid and 340B harnoni ously and on a uniform
nati onwi de basis and they could spawn a nmultitude of
di spersed and uncoordinated |awsuits.” And | think
that that central reasoning that this is a federal
enforcenent priority, it's supposed to be uniform
it's supposed to allow covered entities and
manuf acturers all to play by straightforward cl ear
rules at the outset is exactly why the covered
entities can't bring private suits and it's exactly
why the manufacturers can't say --

HON. AMBRO  So basically, what you're

saying is that -- | nean, what you answer does spawn a
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number of questions, additional questions. But | cone
back to the question | had asked you before. So it's
so blackline in terms of what the manufacturers can do
by way of conditions that there can't be any
conditions even if you said it would be a violation of
a 340B programif JANARQUE, for exanple, were limted
by a manufacturer to only those | ocations or contract
pharmacies with | ocations having specialized

per sonnel .

MR. AGQUILAR: So |I think, again -- I'm
just focusing on the contract pharmacy issue here.
But to answer your question, yes. They can't inpose
t hat kind of condition at the outset.

HON. AMBRO. Doesn't that seemlike --
| mean, maybe technically that's right but in the real
wor | d, sonebody could die by not getting specialized
personnel advising them at the particular pharmacy
that they go to.

MR. AGUI LAR: And that's why there
shoul d be, practically speaking, good policy decisions
bei ng made here by everybody. Right? Covered
entities should be --

HON. AMBRO. Yeah. Wwell --

MR. AGQUI LAR: -- nmaking sure that they

are giving patients --
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HON. AMBROC -- if that were to happen,
if we'd all have a (indiscernible) would be happy
hol i days for all of us. Ain't going to happen.

MR. AGQUI LAR: | -- and, Your Honor,
we're here today based on the neaning of the 340B
statute. And what the --

HON. AMBRO: But it sounds |ike --
basically, what it sounds like is you' re taking a
position that's significantly out there on the
spectrum so it's either going to be a honerun or a
strikeout. Is that where you really want to be?

MR. AGUI LAR: | don't think so, Your
Honor, because as | tried to say at the outset, |
think we are focused here just on the contract
pharmacy. That's where all the manufacturers’
policies are. That's where our enforcement letter is.
That's the question before the Court is whether or not
t hese policies, these particular policies that they've
enacted, are violations of the statute.

HON. AMBRO  But when you play out your
interpretation of the statute, you seemto be digging
a hole that says that, practically speaking, taking
into account the consequences of our decision, that if
we go your way, there's going to be a | ot of chaos

within the system and possibly tort suits brought, for

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 83  Date Filed: 11/29/2022

Page 83

exampl e, in connection with the question that was
asked you by Judge Bi bas and ne.

MR. AGUI LAR: | think, Your Honor, what
the adm nistrative record here denonstrates is the
chaos that has al ready occurred because of these
particular policies. If you |look at pages JA900
t hrough 901 --

HON. AMBRO. And | cone back to there's
an easy answer to that as | said before. Just say
that there's either in-house and/or one contract
pharmacy and that's it.

MR. AGUI LAR: | think their view of the
statute is broader than that. As |'ve heard, | think,
fromall three Plaintiffs' counsel today, their
reliance on that word "offer" and focus on it doesn't
with a delivery obligation. And so, | think the
result of their position, simlar to that of El
Lilly, is that we don't have any obligation to deliver
to you. W can nake you conme and pick it up from our
cor porate headquarters.

HON. BI BAS: W could disagree with
that. We could say that what's commercially
reasonabl e practice in the field of Pharnma is to
deliver by an ordinary commercial nethod that

preserves the integrity of the drugs. But that's just
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-- we're arguing about a borderline case about what
the word "offer” neans in this context. W don't then
have to go to your position.

MR. AGUI LAR: But | think, Your Honor,
t he begi nning of your question there, | think,
denonstrates why Congress knew what the comrercially
appropriate practice was at the tine it enacted the
340B program It knew that nmany of these covered
entities --

HON. BI BAS: Except this runs the other
way. |f the contract pharmacies didn't exist until
this program how can you inpute a requirenent that
there be contract pharmacies when it's this program s
enactment that gives rise to the contract pharnacy
phenonenon.

MR. AGQUILAR: So |let ne explain that.
The contract pharmacy is solely to ensure that the
covered entity retains title of this so that it wll
qualify for a discount when it's dispensed to a
pati ent through an outside pharmacy. Prior to the
340B program many of these covered entities used
outsi de pharmacies. But there wasn't the sanme type.
You needed to retain title. That's why they had a
contractual relationship to both as a result of the

programto conply with its statutes. But they were
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still wusing outside pharnacies.

HON. KRAUSE: So if we interpret the
statute agai nst the backdrop of what was going on
before 1992, what do you say to the history that we've
heard from your coll eagues on the other side of the
aisle that at that point, this was restoration of what
had been the status quo in terns of the Medicaid fl oor
that was set? And that there was provision of
di scounts to the covered entities but there was
not hi ng about providing discounts to the outside
pharmacies at that point. |[If that's the case, and
we're |ooking at the statute as, in effect, restoring
that status quo, why should we take it as this vast
expansi on to provide discounts to all of the contract
phar maci es?

MR. AGQUI LAR: So again, | don't think
it's providing any discounts to the contract
pharmacies. Right? The contract pharnmaci es are not
the one that get the discount. The covered entity is.
Now in their contractual relationship, the contract
pharmacy is doing a useful thing. They are dispensing
the drugs in the way that they can to patients who
need it.

HON. KRAUSE: | understand the

different ways to frame that. But 1'd ask you to
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focus on what was going on before '92. And if we're
| ooki ng at Congress' enactnent as understandi ng that
as the backdrop and there weren't at that point
di scount ed pharnmaceuticals going to the outside
phar maci es, why should we think that they intended a
different nodel with the statute here?

MR. AGQUI LAR: Because at the tine that
the 340B statute was enacted, Congress considered a
different bill that would have restricted the 340B
drugs and their savings to ones that were di spensed on
site. And Congress chose not to enact that
limtation. |Instead, it just said these are for the
covered entities know ng --

HON. BIBAS: (Indiscernible) to rely on
unenacted bills. The inference could be that they
t hought it was already in there or that they
consciously rejected it. But we avoid, and the
Supreme Court generally avoids, resting on unenacted
| egi sl ati on.

MR. AGUILAR: | think that's true for
| egislative attenpts that were nade that postdate the
actual statute. But where you have Congress actually
consi dering between a nmenu of options and sel ecting
one that does not have a restriction that appears in

another, | think that is shedding sone |ight here.
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And nore to the point, the statute, |
think as everyone says, doesn't express --

HON. AMBRO: Maybe. But so little
light we don't really know. | mean, they -- you know,

a conmmttee may be considering option A, option B,

option C and ultimtely goes -- and sonebody drafts up
a -- a staff person drafts up option A but they go
with option B. It doesn't necessarily nean that they

have made a firm deci sion on how they want to approach
option A. They just think option B happens to be
better in that circunstance. W just don't know.

MR. AGUI LAR: What we do know is that
Congress chose not to expressly address contract
pharmacies at the initial out point even though many
of these covered entities relied on outside
pharmaci es. And then as the program evol ved over the
course of the '90s and the 2000s, which Congress was
wel |l aware of as well because it was a major federal
program right, it then chose, in 2010, to further
make amendnents to the statute and inpose no
additional restrictions on the use of outside
phar maci es or contract pharmacies. O instead, what
it did was further strengthen the particul ar
reticulated enforcenment schene where it says you can

bring these conplaints in formally to HHS or you can
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even use this adm nistrative dispute resolution system
whi ch we have enacted. And if there is denonstrated
to be a violation either on the part of the covered
entities or the manufacturers, there is a renmedy at

t he backend.

HON. BIBAS: Since you brought up ADR
schene -- | nmean, ny coll eagues nay want to stay on
this longer, but | do want you at some point to
address how we shoul d understand the wi thdrawal wth
the effect of the notice of proposed rul emaki ng and
t he comments. So, you know, get there at sone
point. 112826

HON. AMBRO. Yeah. We can do that now
or you can do it later, whatever you'd like.

MR. AGUI LAR: |'m happy to --

HON. AMBRO: We're going to hit it
before you | eave.

MR. AGUILAR. Sure. Let's goto it
now. So | think there was a pause on a nunber of
different regulatory initiatives across the governnent
of the change of administration. And we cited a Tenth
Circuit case where there was a sim | ar pause based on
this menoranda. The agency reconsidered it over a
number of nonths and then eventually withdrew the rule

as published in the Federal Register. And then there
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was a challenge to that wi thdrawal which the Tenth
Circuit ended up denying on the nerits.

Here, there was a notice that we paused
on this. W're not going to go further on it right
now. There was no further notice on the Federal
Regi ster or anything else. And then the agency said,
right, we're promulgating the final rule after this.

I think what Plaintiffs' theory rests
on is both a passage of time and the fact that in the
uni fi ed agenda, which is not binding on the agency,
right? 1t's prospective |ooking forward giving
advi ce --

HON. AMBRO. Yeah. [It's | ooking
forward 12 nonths. But you renoved it fromthe
uni fied agenda. It was listed as "w thdrawn" and
"conmpl eted action". An HRSA official said the agency
was not -- wasn't going to act. And the final rule
had a different RIN on the 2016 proposal.

MR. AGUI LAR:  And so | think that
that's -- their argunent there is relying on
particular indicia that are unique to the O fice of
Managenent and Budgets Control System and O RA. But
what the district court noted and what's al so
perfectly clear is that the APA sets forth the maxi mum

requi rements that the agency has to conply with. |
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think their best case for their argunment is the D.C.
Circuit's decision in Mbile G| where it dealt with a
particular rule that had been vacated by the D.C.
Circuit that was then repronul gated by the agency

w t hout any notice and comment. And what the D.C
Circuit said was, no, we vacated that rule. It's
gone. You need to start over again fromthe very

begi nning of 5 U S.C 553 and go through notice and
coment s.

HON. AMBRO: But what is the average
person supposed to do when sonebody says that it's not
in the unified agenda? It's withdrawn. |It's out of
here. We're not going to rely onit. And when we do
sone type of proposal, we have a different --
conpletely different nunber that relates to it. What
is that person supposed to do?

MR. AGUI LAR: | think they would need
to ask the agency on like is this going to happen
because, indeed, when Congress anended the statute, it
directed you that you need to pass a rul emaki ng here.
So what's going on and what the agency eventually did

HON. AMBRO. But that was in 2010.
mean, nothing's happened yet, has it?

MR. AGUI LAR: The final rule was
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published in 2020. And that's why they've chall enged
it as a final agency action that didn't conply with
notice and comment. And |I'd also note that the agency
right nowis in the process of issuing another notice
of proposed rul emaking to further refine the ADR
process.

HON. AMBRO. But the rule in 2020 is
based on a statutory interpretation, correct?

MR. AGUI LAR: The final rule in 2020 is
setting forth the ADR process.

HON. AMBRO:  Oh, okay.

MR. AGU LAR: Yes. And so that's --
it's saying that this is how we have hearings and
evi dence and come to a decision and issue the ADR
panel's decision. And then you can challenge that in
court. And it's just laying the regul atory mechani snms
for having that happen. And in their opening brief,
Sanofi says a lot of things that we don't think this
conplies with notice and comment. | think that's
based on, again, the unified agenda theory and the
passage of time which I know that we've discussed --

HON. AMBRO: But because there's so
little case law here, to rule in your favor here seens
to ne the consequence is we're going to set a

precedent that underm nes the notice requirenent.
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MR. AGQUI LAR: | disagree, Your Honor.
| don't think that this particular fact pattern is
goi ng to happen very often. But what | do worry about
is arule that particular statenments made outside of
the federal register in the unified agenda, which
don't know who's necessarily issuing them or making
them bind the agency and result in final agency
action that can be challenged in court even if the
agency, as here, was further contenpl ating possible
nodi fications to the rule, responding to comments and
then indeed did issue a final rule that responded to

all of the comments that it had received during the

notice of proposed rulemaking. | don't think that
that's -- | don't see anything in the text of the APA
that says that the agency violated any of this. It

responded to the coments. And as | was sayi ng,
think it's notable that in Sanofi's opening brief,
they don't identify any particular substance. And
i ndeed, they haven't chall enged any other substance of
the rule that they say they were prejudiced by this.
HON. KRAUSE: |s there sone period of
time where it's presunptively wthdrawn? W' ve had
four years here of an action.
MR. AGUI LAR: So as we noted, sonetines

agencies do take tine with particularly -- with
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particular rules. W noted sonme instances in our
brief. But the nere passage of tinme, | don't think by
itself stands for a proposition. | do know of cases
where after --

HON. AMBRO  But there's a plus factor
here. It's withdrawn. It's conpleted action.

MR. AGUI LAR: And with --

HON. AMBRO. W ain't com ng back, as
sonmeone says, in effect.

MR. AGUILAR: So I think if that
happens in the Federal Register, which is how the
governnent usually operates in this area, | would take
that at face value. But again, | don't know who's
operating the particular buttons or whatever they are
on unified agendas that exist on the internet. But
what | do know is that there are cases where if the
agency hasn't acted in a period of tine, we do get
petitioners who seek review and the courts of appeal
saying we want to conpel unlawfully w thheld agency
action. W want the agency to go ahead and issue this
rule. And usually, what the D.C. Circuit has said is
in that tinme, usually we don't think of that as
necessarily ripe for reviewif there is indicia that
the agency is considering on. But those could be

chal l enges. But they don't think the nere passage of
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time by itself stands for it. And | don't know of any
precedent standing for the proposition that comments
and unified agenda are binding on the agency or the
secretary of HHS who can pronul gate the rule.

HON. AMBRO But as | just said, one
could make an argunent that there -- a good or
pl ausi bl e argunent it's not just passage of tinme but
t he passage of tinme plus, plus, plus, plus.

MR. AGQUILAR: | think the only other
plus that they have identified is the unified agenda.
| don't think that we --

HON. AMBRO: No. They've said that
people -- statenents have been nade that it's
wi t hdr awn.

MR. AGUI LAR: Il -- and if I'm
remenbering correctly --

HON. AMBRO. And when you put it out in
2020, there is a different RN

MR. AGQUI LAR: | don't know of any
precedent saying that different RINs result in
different substantive rules, that issuing an RI N neans
that we're not responding to the coments that we
received before. And as | said, again, | don't see
that they've actually been prejudiced by this. Their

opening brief doesn't identify anything that they
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t hi nk ought to have changed ot her than the number of
contract pharmacies which the agency had been aware
of .

HON. AMBRO. Again, ny point is, it may
not be necessarily this case. There may not be a
whol e | ot of surprise. But the question is howis
this case going to be interpreted for the next case.

MR. AGQUILAR: So | think what you can
say is that there is no precedent setting forth that
this results in a withdrawal of a rule and whereas
Plaintiff -- the only plaintiff in the case who's
chal l enging the notice and coment requirenents has
not denonstrated any prejudice which the
Admi ni strative Procedure Act says the Court needs to
take into account of --

HON. AMBRO: Well, clearly, there's no
precedent.

MR. AGQUI LAR: -- that there is not
reversible error.

HON. AMBRO: But after we decide it,
that will be a precedent.

MR. AGQUI LAR:  Yes, Your Honor. And
we're asking you to decide it in that way because we
think that that's the correct way to adjudi cate that

case.
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HON. AMBRO: And |I'm saying to you what
are the consequences and you're saying, don't worry,
it won't appear again.

MR. AGUI LAR:  No. | don't think that
this fact pattern usually happens. Usually, either
the agency is going to be able to respond faster after
a regulatory pause or it's going to officially
withdraw the rule as it did in the Tenth Circuit case
which we cited. And | think there, when the rule has
been wi thdrawn, then you actually get a | egal
challenge to it as the Tenth Circuit adjudicated. And
| think that that's the usual course that the
government operates in. W want to be able to take
definitive action when we have decided to withdraw a
rule. But where we haven't taken that step, it
usually means it's still under consideration at the
agency as was the case here.

HON. AMBRO  All right. Any further
guestions?

HON. KRAUSE: |1'd like to just go back
for a second and make sure we understand your position
on what the status quo was before '92.

MR. AGUI LAR: So as | understand the
status quo before '92 was that there were sone

prograns by which there were discounted prices given
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out to drugs -- for drugs sold to covered entities and
that the covered entities many tines -- or | think in

an overwhelmng majority of them did not have in-
house pharmacies and had to rely on --

HON. AMBRO  Well, 95 percent of them
didn't.

MR. AGUILAR: |'m sorry, Your Honor?

HON. AMBRO: Ninety-five percent of
them did not.

MR. AGUI LAR:  Yes, Your Honor. 500 out
of 11,500. And so, there, they needed outside
pharmaci es to be able to dispense those drugs. And
that was the real world circunstance that Congress was
mappi ng on to. It was taking --

HON. KRAUSE: And were manufacturers
provi di ng those sane discounts to the outside
pharmaci es at that tinme?

MR. AGUI LAR: | don't know the factual
answer to that, Your Honor. But | think that --
again, the discount here really is going to the
covered entity. You can see that in the affidavits
that were received where the covered entities are
saying -- | think it's at page 1179 of the Sanofi
joint appendi x. Federal grants only make up about 28

percent of our revenue. We rely on the 340B savings
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to nmake up 41 percent of our operating expenses. And
if we can't get those discounts because we rely on
out si de pharmacies and we rely on nultiple ones of
themto get to our patients, we're going to |ose
operating revenue. And that's why in the
adm nistrative record, tinme and again, and many of the
affidavits that are cited by the Community Health
Clinics' brief, people are explaining that we m ght
need to cut services. W mght need to not be able to
cover our patients' copays. W night not be able to
pass on all the discount that we are currently doing,
et cetera. This is going to cause real world harm
And that's why the adm nistrative
record, too, just within a couple of nonths of these
policies being enacted, the 340B sal es dropped
preci pitously by about 60 to 90 percent for each of
the plaintiffs here and that the nunmber of savings
lost in just a couple of nonths was sonewhere between
$46 mllion and $100 mllion which HHS projected to be
about $3 billion over the course of a year. And those
are savings that largely are going to the covered
entities and their patients to provide these services.
HON. BI BAS: But how do we know that?
| mean, we hear fromthe other side that a ot of this

is being pocketed by CVS and Wal greens and Rite-Aid
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and Wal mart. So how do we know that, in fact, this is
all going the way you say it's supposed to go?

MR. AGUI LAR: Sure. So | think the
2018 GAO report and the state's am cus brief is
particul ar enlightening on this. The 2018 GAO report,
at page 51 to 54, lays out a |lot of the adm nistrative
fees that the contract pharnacies charge for this
whi ch created six dollars -- | note in one case it's
particularly large for a brand nane Hepatitis C drug.
For the generic version of that drug, it's zero
dollars. And a lot of tines it'll even be no charge
if the patient's uninsured.

And t hen, again, you can | ook at the
GAO report where it's tal king about this. It
identifies problems potentially with covered entities
being able to truly nmonitor everything and HHS needs
to take additional action on that. But there is no
specul ation here that the covered entities are being
coerced to pay an inordinate amount to the contract
pharmacies or the third party adm nistrators. It's
explained that this is a systemthat works for that
point. And then you have all of the affidavits and
declarations in the adm nistrative record to
denonstrate we are using this noney to either pass it

on directly to our patients or to provide additional

Veritext Lega Solutions
215-241-1000 ~ 610-434-8588 ~ 302-571-0510 ~ 202-803-8830




o o0 A~ W DN

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

25

Case: 22-1676 Document: 69 Page: 100 Date Filed: 11/29/2022

Page 100

services to nore people, |ike OB-GYN or dental
services or vaccine drives or nobile clinics or
transl ati on servi ces.

And so, for these -- and they further
note -- the outside pharnmacies are a real world
necessity. A lot of times their popul ations are
either rural and can't get to the clinic. They work 9
to 5 jobs when any on site pharmacy m ght be open. O
t he people they're serving are honel ess and don't
necessarily have said addresses or clear ways that
they can get back to the clinic if they need to. But
going to a contract pharnmacy certainly hel ps.

And those are real world circunmstances
t hat Congress was aware of both when it enacted the
statute and when it anmended it. And there's nothing
to say that it sought to disrupt the way that that was
wor Ki ng.

HON. KRAUSE: But if Congress had
anticipated that there would be this | evel of
i nvol venent of outside pharmacies, wouldn't you expect
to see sonething in the statute that al so regul ated
their ability to charge the fees that they do?

MR. AGUILAR: So if that's a neasure
for concern, that's a neasure for concern that

Congr ess probably should act on saying we want to add
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additional authority here in the statute for
controlling what we think are reasonable fees either
for contract pharmacies or third party adm nistrators
or sonmething. That is sonmething that Congress coul d
addr ess.

HON. KRAUSE: Hasn't Congress done that
el sewhere?

MR. AGUI LAR: |'m not certain about
that, Your Honor, potentially. But | think that is
sonet hi ng where that's really in Congress' wheel house.
If you want to add further regulation on here to
further refine the programand direct it in the way
you want, you certainly can. But there's nothing to
say that that rule which Congress can wei gh the
conpeting interest of the covered entities and the
patients and the manufacturers and everybody el se
i nvol ved, that those kind of decisions should instead
be being made by private drug conpani es who then
det erm ne whether or not they' Il sell this to the
covered entities.

And | note that they say that they're
going to sell an unlimted amount to them But it's
notabl e that the statute al so doesn't tal k about
gquantity. It doesn't say that, you know, at 100 or

1000 pills a nonth is sufficient. But what HHS has
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said since the '93-'94 guidance is, obviously, just
reading the statute on its face, you can't say that a
covered entity needs to nake a m nimum quantity
purchase in order to be eligible for the statutory

di scount. There's nothing in the statute that
expressly prohibits it. But it's understood fromthe
unqual ified obligation in section (a) and the

reticul ated schene as a whole that that's how the
statute does operate. And it doesn't |eave room for
t he manufacturers to i npose those unil ateral

condi tions.

HON. AMBRO:  Any further questions?
Thank you very mnuch.

MR. AGQUI LAR: Thank you, Your Honors.

HON. AMBRO. M. Francisco?

MR. FRANCI SCO  Thank you, Your Honor.
Just a few quick points.

On ny friend s very last point, the
statute does actually answer the m ni mum requirenment.
It's just not in the "offer"” |anguage. |It's in the
very |l ast phrase of the provision that says that we
have to offer each covered entity the drug at the
ceiling price if such drug is nmade avail able to any
ot her purchaser at any price. |If we sell 500 pills to

sonebody el se at any other price, we got to sell 500
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pills to covered entities, too. So I'll put that to
t he si de.

My first major point, Judge Anbro, is
on your line of questioning about specialty
phar maceuticals, | would direct you to the am cus
brief filed by Osuka America in connection with the
AstraZeneca case. | think they did a very nice job of
explaining howit is essential for the safety of their
drugs to go to specialty pharmaci sts who know how to
handl e them and advi se patients. They also explain
how t hey received a letter fromthe governnment asking
themto justify how that conplies with 340B. | think
we' ve just heard the answer fromthe governnment, that
it doesn't conply with 340B. And that's fairly
absurd, and it's not a word | use lightly.

Poi nt nunber 2. And again, Judge
Anmbro, we understand that there are a | ot of covered
entities that don't have in-house pharmacies. And
that's why every one of our prograns sol ves that
problem by allowing themto use a contract pharmacy
that serves as a stand-in for an in-house pharnacy.
So if you're not set up to do it yourself, you get at
| east one to stand in for your in-house pharmacy. And
for Sanofi, at least, you get a lot nore than that.

You get an unlimted nunber of contract pharmacies if
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you provide us with this m nimal anmount of clains
data. So | think that there's no world in which that
is not an offer within the neaning of the statute.

Third point, having to do with the
notice and comment --

HON. AMBRO: One question on the second
poi nt .

MR. FRANCI SCO.  Yes.

HON. AMBRO. To what extent -- | nmean,
there are audit requirenments, et cetera. To what
extent do the manufacturers or, in this case, Sanofi,
do you think you need to go beyond that in order to
find out if there's been duplication or sone type of
di version? What makes you think that has to be done
by the manufacturers as a condition at tinmes?

MR. FRANCI SCO |I'm not a hundred
percent sure |'mfoll ow ng.

HON. AMBRO. I n other words, there
are -- when you have this program there are sone that
may w sh to take advantage of the programin a way
that both the governnment and the manufacturer thinks,
nope, that's not (indiscernible). And the governnent
does have certain audit requirenments that the GAO
does. Wiy do the manufacturers think they need to do

more than that?
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MR. FRANCI SCO. Oh. For a few reasons,
Your Honor. So one is that we also have the ability
to do an audit and to trigger the ADR process. But
under the regul ati ons that HHS has put out under the
gui dance docunents that they've put out, we're not
even allowed to trigger that audit process unless we
have evidence that there's a problem going on. This
is at 61 Federal Register 65,410. And what it says is
that in order to initiate an audit, first we have to
submt a work plan that "sets forth a clear
description of why we have reasonabl e cause to believe
that a violation has occurred along with sufficient
facts and evidence." And then in addition, it says,
we have to submt "copies of any documents supporting
our claim. So we can't even trigger that process
unl ess we have evidence of wongdoing. That's one of
t he purposes of Sanofi's collection of the clainms data
is to decide whether or not to trigger the audit
process.

But the other thing I'd enphasize is --
and this is in response to nmy friend s suggestion that
Astra sonehow has anything to do with this case when
it doesn't. Sanofi's programis not an enforcenent
policy. If you provide us -- if they -- if the

covered entity provides us with the clains data, they
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can purchase an unlimted amount of drugs and we'|l
send it to an unlimted nunmber of contract pharmacies
even if that data shows ranpant diversion and ranpant
duplicate of discounts. [It's not a mechanismfor
enforcing the statute. |It's sinply a nmechanism for
identifying whether there's a problemin the first

pl ace so we can prevent it from happening.

HON. BIBAS: | did want to ask you to
get to the notice of proposed rul enaking.

MR. FRANCI SCO.  Yes.

HON. BIBAS: You can finish your other
substantive point but make sure to get there.

MR. FRANCI SCO I'mgoing -- that's
exactly where | was going, Your Honor.

HON. BI BAS: Okay. So why shouldn't we
have a formal bright line rule that says, |ook, if
there's a withdrawal of the Federal Register, it's off
the table; otherwise it's on. It seens |like a clear
neat rule. Instead, we're supposed to be |ike gauging
ot her statenents that people make or things on the
website. How are we to know how withdrawn is
wi t hdrawn enough?

MR. FRANCI SCO | think that -- you're
exactly right. And the only way to know or at | east

the easiest way to know if sonething is withdrawn is
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if the agency tells you it was w thdrawn.

Now ny friend suggested that there's no
prejudice. Well, of course there's prejudice. W
were deprived of our ability to comment on the rule.
The very substantive thing that the APA give us, the
nost i nportant substantive thing, is the ability to
comment on a new rule. And we were conpletely
deprived of the ability to conment on this new rule.
So that's the prejudice.

| --

HON. KRAUSE: What additional comments
woul d you have made beyond those that were submtted?

MR. FRANCI SCO  Sure, Your Honor.

Well, the first thing I'll say is that, you know, |
don't know the full range of them because we were
never given the opportunity.

But the second point |I'd make is that
our trade association, Pharma, actually did, in
Novenber 2020, before the new final rule was issued,
submt a notice of -- a petition for a newrule in
which it explained at length why it didn't think --
why there were changes that occurred between 2016 and
2020 that needed to be taken into account.

Just to give you a couple of exanples,

one was didn't think that the old proposed w t hdrawn
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rule sufficiently took into account the growth of the
use of the use of contract pharmacies in that four-
year period.

Secondly -- and this goes to one of
your other lines of questions, Judge Bibas, as to, you
know, how you have a patient 300 mles away fromthe
covered entities. Because of the regulatory
definition of the word "patient”. A patient of a
covered entity only has to be very quite | oosely
affiliated with the covered entity. And that's why
you coul d have sonebody that's a patient 300 mles
away that really isn't in any neani ngful way being
served by the covered entity. So we also -- the
Pharma conments al so said that you ought to address
the problematic definition of the word "patient”. So
| think that there's clear prejudice there.

My final point just goes to what the
overal |l purpose of 340B is, wholly apart fromthe
text. And, |look, I would agree that one purpose of
the statute is to provide a subsidy to covered
entities of sone level in the formof discounted
drugs. But as the Suprene Court has repeatedly made
clear, no statute pursues a single purpose to the
objective of all others. And there's no way that you

can get out of this |anguage an attenpt to address a
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very inportant social question as to how you address
health care for poor uninsured in the rural areas.
There's no way you can say that the word "offer" was
meant to resolve that very inportant social question.
Rat her, the offer sinply requires one thing about
clients and that is to nake an offer of the drugs at
the ceiling price. Every single one of them does

t hat .

HON. AMBRO  Thank you very nuch.

MR. FRANCI SCO.  Thank you, Your Honor.

HON. AMBRO M. Parrish?

MR. PARRI SH: Thank you, Your Honors.
l'"d like to just make three points.

One, | do want to underscore the 1996
gui dance point, Judge Bibas. |If they're right about
that, the governnent extinguished a right that they
say that the covered entities always had which was to
demand delivery to unlimted contract pharmacies.
That just doesn't make any sense that for 14 years no
one noticed that.

Judge Krause, related to that, | won't
go into detail but your questions are in the right
direction of 1992. |It's been a world change since
t hen. But even today, you should know that the

majority of covered entities don't use contract
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pharmacies. This is abuse by a very small group. So
a third of covered entities have contract pharnacies.
Of that third, 75 percent only have five or |ess
contract pharmacies. So what we're tal king about is a
few covered entities that are causing all the problens
in this program And you can take a | ook at JA585 and
JA534. One's the GAO report and one's a private
report.

My two other points -- this is clearly
arbitrary and capricious. M opposing counsel keeps
referring to the admnistrative record. |'msorry.

He doesn't get to do that. He only can rely on what
statenents are made in the May letter. And if he
wants to say it's not noot, the advisory opinion, he
hasn't done that. So at a mninum it's unreasoned
and it's unexplained. It hasn't responded to

obj ecti ons.

But, Your Honors, we urge you to get to
the statutory question because all of the arbitrary
and capricious errors here stem fromthat
m sunder st andi ng of the statute. Judge Bi bas, he was
unable to identify any statutory |anguage that
actually supports his position. And renmenber, his
position is that it's unanbi guously clear that he's

right not that it's anbiguous. That causes a | ot of
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probl ens because we're not in Chevron land. This is
not a case where they're engaged in rul emaki ng. So
you don't |l ook at legislative history. You don't | ook
at purposes. You just |look at the text.

He keeps saying it's an unqualified
obligation. | guess the idea is that everything is
prohibited unless it's permtted. That's not right.
We know that's not right. Christensen is so clear on
that. He has no answer to the Suprene Court case.

And then | would just say this, is that
all the issue before the Court is, is the May 17th --

HON. AMBRO. So what you're doing is
you're flipping it around.

MR PARRISH: |'m --

HON. AMBRO. If there's silence,
everything's permtted.

MR. PARRI SH: ' msorry, Your Honor?

HON. AMBRO Isn't what you're saying
the inverse of that?

MR. PARRI SH: What I'msaying is, is
that your conmmon | aw rights over your own property
exi st until Congress takes it away and that it takes
it away to the extent that it does which is, here,
there's an offer. There is no idea which he's trying

to suggest that because it's an offer that we then say
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anything else that you mght do is prohibited. It's
not true. You have to read into the offer. |Is there
an obligation to deliver to third parties at third
party |l ocations? That doesn't exist. And therefore,
the private right baseline remains. It hasn't been

t aken away.

And then | would just say that in terns
of answering Your Honors' key questions, what does
this Court need to do, all the Court needs to do is
say that the May 17th letter has interpreted the offer
requi renment and the purchased-by | anguage in the
statute to i npose an obligation on manufacturers that
they nust deliver to contract pharmacies wherever
covered entities want. That is wong as a matter of
aw. And you should strike that down and vacate the
letter. And we also think you should do the same for
the advisory opinion but I won't get into npotness.
But that's all the Court needs to do in order to set
this program back on the pace where Congress wanted
it.

Okay. Thank you for your tine.

HON. AMBRO: Thank you very nuch.

M . Kedenf?

MR. KEDEM  Thank you, Your Honor. A

few qui ck points.
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Judge Krause, you had asked nme where in
the record you could see the fact that nost patients
are paying full price when they use contract
pharmacies. | point you to footnote 8 of our brief.
One of the sources cited there is in the
adm nistrative record. |It's an agency report. The
other is fromthe Governnent Accountability Ofice.
And you'll see that they validate the representation.

My friend fromthe governnment nakes a
different representation that there's been up to a 90
percent decrease in 340B sales as a result of these
policies. That is just deeply m sleading, at best.
The data which the governnent has never shown us
actually cones froma conpany call ed Apexus whose
parent, Vizient, profits directly from contract
pharmacy sales. They cherrypick four nonths
i mmedi ately after AstraZeneca's policy went into
effect by which time a nunber of covered entities
hadn't designated a contract pharmacy even though they
were eligible to do so. It doesn't take account of
the fact that 340B sales are seasonal. The bottom
line is | can represent to you that 340B sales for
AstraZeneca are now hi gher than they were before this
policy was inplenmented.

Judge Krause, you've been very focused
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on what this policy was originally for. There were a
small mnority of covered entities who were providing
drugs for free or at a discount to their uninsured or
i ndi gent patients. Those were the covered entities
t hat Congress was concerned about and wanted to make
sure that they didn't have to go to the market and be
out of pocket a |ot of nobney. You asked exactly the
ri ght question when ny friend pointed out that 95
percent of those covered entities didn't have their
own i n-house pharmacy. You asked, well, when people
went to the nei ghborhood CVS, were the 340B -- were
di scounts being provided there. To ny know edge, the
answer was no. They were outside of Congress'
concern. Yes, it was a small mnority relatively
speaki ng who -- but those were the exact minority that
Congress was concerned about.

My friend brought up a nunber of tines
t he questions of diversion or agency action. W don't
have the contracts between the covered entities and
t he contract pharmacies. They're not in the record.
They're not public. But every once in a while, sone
of them do becone public. Usually because the covered
entity is a governnental entity that has to post these
sorts of things. And what we see, and this is cited

in briefs that AstraZeneca filed in the district
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court, is that they actually don't maintain title and
it's not an agency relationship. |It's a contractual
relationship which is exactly as you woul d expect.
And it's validated by evidence that the governnment
itself submtted in the Sanofi case which we cite on
page 13 of our appellate brief. What you see is
there's a declaration from Rear Adm ral Pedley, who is
the O fice of Pharmacy Affairs director, and what she
says is that the drugs are taken and assimlated into
the contract pharmaci es' own stock and treated just
l[ike its own property. And so title is taken by the
contract pharmacy itself.

My friend liked to talk a | ot about how
this is a reticulated scheme. But this is just a form
-- and that there's no roomfor manufacturers to
restrict their offers or restrict their sales. But
again, this is just a formof verbal Jiu Jitsu. He is
assum ng his own concl usion or what sone people refer
to as begging the question. The question is, is there
an obligation there in the first place. If there's no
such obligation, then yes. It would be inproper
self-help. But if there's no such obligation then al
it is, is manufacturers structuring their affairs as
they have a right to do.

And the nost remarkabl e thing about
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this case is after four briefs and 60 m nutes of
argunent, the governnent has yet to tell the Court
what an offer is and what it thinks that offer -- the
word "offer” means. |Instead, we hear about unenacted
| egi slative history. Judge Stark had a great answer
to this. In footnote 9 of his second summary judgnent
opi ni on, you can look at it there. But the point is,
unenacted | egislative history essentially tells us
not hi ng.

Finally, there have been a | ot of
difficult hypotheticals in this case to both sides.
And as nuch as we litigants fear them they are an
appropriate way to sort of suss out the limts of a
litigant's position. But all of the hypotheticals on
our side are just hypotheticals. No manufacturer has
ever restricted 340B sales to covered entities in a
way that they don't at |east provide to the
mar ket pl ace generally. In fact, they all go well
beyond the offer that's made to anyone else in the
mar ket pl ace.

But the difficult hypotheticals on the
governnent's side aren't hypotheticals at all. They
are this case. Although nost covered entities don't
use contract pharmacies, there is a very small

mnority that are using hundreds of them scattered
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around the country which is why, as, Judge Bibas, you
poi nted out sonetines the distance that you have to
travel to get to one of those contract pharnacies is
as much as or nore than 300 m |l es.

The basic point here is the only thing
that you have to decide, was the May 17th violation
letter correct when it said that our policies were in
direct violation of some requirenent contained in the
statute. Because there is no such requirenent, those
letters were incorrect and should be set aside.

Thank you.

HON. AMBRO: Thank you very much.

Thank you to all counsel for very well
presented briefs and also well presented argunents.
We'l |l take the matter under advi senent and --

MR. AGUI LAR:  Your Honor, could I
correct a m sstatenent that | nade?

HON. AMBRO  Sure. You sure can.

MR. AGUILAR. [I'msorry. This was --
" msorry, Your Honor. This was a m sstatenent that |
made in my argunent. And | realize | didn't
understand the question until M. Francisco raised it
back and then | understood.

If there's a generally applicable

requi rement for all manufacturers on how to distribute
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a particular drug that's not unique to the 340B
program the 340B program doesn't grab it in. And
nm sstated our position that that would be a violation.
If it's generally applicable then that's not.

HON. AMBRO  Ckay. Thank you very
much.

MR. AGUILAR: |I'm sorry, Your Honor.

HON. AMBRO: Thank you very nuch for
that clarification.

Agai n, thank you to all counsel and
appreci ate you being here today. W'Il| take --

(Proceedi ngs end m d-sentence)

(End of oral argunent)
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CERTI FI CATI ON

|, Lisa Beck, certify that the foregoing transcript is

a true and accurate record of the proceedings.

Li sa Beck

Dat e: November 20, 2022
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