“IN THE UNITED STATES COUR, OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

- —eaaweeeail

WASHINGTON LYGAL POUNDATION,

Appellee,

V. No. 29-35304
ANE E. HENNEY, in her official:

capacity as Commissioner, Food :

and Drug Administration, and
DONKA SHALALA, in her official

n

"”

18

A I TR

Monday, January 10, 2000
Mashington, D.C.
The above-entitled matter came on for oral argument,

suant to notice,

DEFORE: Circuit Judges Silbersan, Williams and Tatel

COURT OF APPEALS FOR TME D.C. CIRCUIT.

APPEARANCES
19
Hilliams B. Schultz (DOJ)
" Bert Rein
#
»
n
™
»
Deposition Services, Inc.
L S N IPOM S AW
Rabelic MD 20022 Sew KO

0 M35 Wadnges, BC. 20007




el Bl

COQNTENTS
CRAL ARGUMENT OF: EAGE:
William B. Schultz, 2sq.,
mml' O' Wll.m...'..l..'...‘..‘..0........ 3

Bert Rein, Es=q.,
mw.l! °' W’!“...'.."..........‘..0....... ’,

willisam B. Schults, Esq.,
on bahalf of lmlllﬂt‘ — mul..u............ o0




11
12
1}
14
15
16
17
18
19
20
21
22
23
24

25

EEQCEEDRIXNGS
THE CLERK: Case No. 99-5304

Washington Legal Foundation, Appellants

Jane E. Henney, gt al.

ORAL ARGUMENT OF William B. Schultz, Esq.
ON BEMALF OF APPELLANTS

MR. SCHULTZ: Thank you. May it please the Court, the
Foderal Food and Drug and Cosmetic Act regulates the
development in marketing of drugs in order to achieve the
vital goal of attaining public health through drugs that are
safe and effective., Thus, a manufacturer must prove a drug,
safe and effective for each use for which it i{s sarketed.
This means that a manufacturer may not market or promote a
drug for any use until the FDA has approved that particular
use. It does not matter whether the promotion is done by
descoribing the new use on the label, by describing the new
use in advertisesent, or other promotional means to
physicians. And, until 1997, FDA conatrued this prohibition
against promotion to bar sanmufacturers from distributing
articles upon unapproved uses to doctors, such distribution
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is plainly promotion. As the Distrioct Court recognizes, when
a panufacturer gives through a detail person and article
through a physician about that manufacturer -«

THE COURT: A detail person?

MR. SCHULTZ: Well, the way drugs are typically --

THE COURT: I didn’t understand the term, detail.

MR. SCHMULTZ: Well, detall sometimes they just call it a
detail man, but it's an eaployee of the drug company who goes
to the physicians office to try and promote -~

THE COURT: Sales rep.

MR. SCHULTZ: Sales rep. And, when the sales rep is
handing the physician an article about his cospany’s drug,
and about an unapproved use of that drug, that as the
pistrict Court recognized is plainly advertising or
promotion. In the --

THE COURT: Can we stop back a momont. Suppose you have
a drug with respect or a device with respect which is known
that the off~-label uses are substantial. Right? In those
cases the FDA does not or does it, on a showing that that’s
the case, does the FDA swing in action to stamp out the off-
label uses?

MR. SCHULTZ: The apalysix, if I smay, is whether the
off-label uses, what’s called an intended use, because -—

THE COURT: Suppose it’s known to everybody who follows

the fate of this drug that that’s the way it’s being used?
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MR. SCHULTZ:

THE COURT:
represents a non
MR. SCHULTZ:
intends this use
THE COURT:
THE COURT:
THE COURT:
THE COURT:
MR. SCHULTZ:
then the FDA can
THE COURT:
MR. SCHULTZ:
THE COURT:
MR. SCHULTZ:

THE COURT:

If the FDA -~
That’s among the way it’s being used, and
trivial portion of the purchases.

If the FDA can show that the manufacturer
Wait a minute.
Suppose the manufacturer knows --
Yeah.
~= that this is the case?

If the manufacturer knows it’‘s the case,
swing into action, as you say.
Does it? Does it?

It rarely --
Are there any cases of it doing it?

It rarely has done that.

I thought the guestion was whether the

manufacturer is intentionally promoting it for the off~lakel

use.
MR. SCHULTZ:
THE COURT:

The «-
I seoan, vhat difference would it make if the

manufacturer knew about it, but wasn’t doing anything to

promote it?
KR, SCHULTZ:
THE COURT:

MR. SCHULTZ:

Well, I think that’s --
Why would the FDA go after that?

That’s very helpful. The way the FDA in
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virtually every case provesa intent is through the promotion.

They prove it --

THE COURT: So, it’s only vhen (t’s accoppanied with the
speech that the sales under circumatances where it is cbwicus
what’s going on are pursued.

MR. SCHULTZ: Not necessarily. I mean If you, I mean
I'm relying on the statute in the regulations. The statute
talks about intent. The regulations define intent and they
#Ay ohe way to do it is through advertising. But intent can
be proven through other methods as well. I sean =~

THE COURT: But, the practice, is there any practice in
a case where there is no visible use of speech by the
pharmaceutical company to go after well known off-labal uses?

NR. SCHULTZ: The FOA -~

THE COURT: Which presusably are intended. Right? I
Bean the drug company ilsn’t ignorant of thes.

MR, SCUULTI: Well, the practice, the FDA has on
occasion taken actions. It recently, in the last few yeoars
it did it with the so-called Morning After Pill where it was
aware of how it wos being used, and it issued a notice
basically saying that that use ought to be put on the label.
That’s the kind of action it’s taken. But, you were right
that --

THE COURT: That cught to be put on a label, what
happens then?
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MR. SCHULTZ: Well, the --

T™E COURT: You can’t force the manufacturer --

MR. SCHULTZ: That’'s right. That’s correct.

THE COURT: There’s avkwardness. You can‘t force the
manufacturer to come and ask for an approved use.

M¥R. SCHULTZ: That's ocorrect. The Agen--

THE COURT: So, then what do you do?

MR, SCHULTZ: Well, in that case it was really more an
invitation. Where the off-label is a problea the FDA can -~

T™E COURT: Yeah, but will they come? It reminds of
Macheth.

MR. SCHMULTZ: That’s true. That’s true. Where the off-
label use is a problem the FDA can require labeling. It has
said {f it s a public health problem, it can require that
the product be withdrawn. But very typically, what the FDA -

THE COURT: Well, Judge Williams’ question goes %o this
avkwardness of the phrase intended use. It’s very troubling.
I can't quite understand what the, because let's suppose we
have, let’s put a concrete example. Suppose we have a Naw
York Times story that points out that drug x is used 70
percent in the United States for an unapproved use and only
30 for an approved use. Long story about that, long

statistical amalysis. Then what happens? And is the company

engaged in illegal beohavior Lif it continues to sell that
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MR. SCHULTZ: I don’t know that the FDA in a situation
like that has gone and intended to prove intent, but it
certainly -~

THE COURT: No, but I'm asking is it Lllegal? Is it
f1legal? That's a straight guestion.

MR. SCHULTZ: It depends on the manufacturer’s intent.

THE COURT: I would bhave thought your answer would be
that if all, as I understand your theory of this case, is it
the mere fact that the manufacturer is selling a drug that’as
being used for an off-label purpose? That is the doctors are
prescribing it for that purpose? Doesn’t make the
manufacturer liable. Isn’'t that your thecry? It’s that the
manufacturer hasz to be affirmatively promoting it. In fact,

the statute allows the manufacturer to respond to a doctor’s

[request for information about an off-label use, Doesn’t it?

MR. SCHWULTZ: That’‘s all correct. The --

THE COURT: So then, what difference does it make? 1
thought the answer to Judge Silberman’s question, then,
should have been no, of course not.

MR, SCHULTZ: Well, I'm just trying to be true to the
regulations and --

THE COURT: I thought by contrast that the entire theory
of your case --

MR, SCHULTZ: Excuse me?




10
11
12
L)
14
15
16
7
18
19
20
21
22
2

24

25

9

THE COURT: 1 thought that the entire theory of your
case wvas that you had a class of introductions in the
commerce which were illegal because of the intended destiny
of the drug for an off-label use, and that at least
initially, and perhaps even after the new statute, the
expressions by the pharsaceutical were relevant solely as a
satter of the intent.

MR. SCHULTZ: That --

THE COURY: PFresumably the intent, presumably you can
have the intent without the promotional activity where as in
Judge Silberman’s hypo, it’s perfectly plain to anyone who
Iican read and write that the sales cculd, don’t be anywhere
near the volume they are in the absence of the off-label

MR. SCHULTZ: VYes, 1 agree with all of that, and let
me -- the confusion here --

THE COURT: Wait a minute. Who are you agreeing with,
Judge Williams or Judge Tatel? =~ opposite positions, now
would you help me and choose which one you agree with.

MR. SCHULTE: When a drug company advertises a drug for
|a use that’s not approved, that establishes the intent.

THE COURT: No, no, you didn’t answer the question. You
didn’t answer the question. Which one are you agreeling with,
Judge Willliams or Judge Tatel?

MR. SCHRULTZ: Well, I would like to agree with both, and
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I think that’s possible. I don’t --

THE COURT: Well, Judge Tatel is saying, loock, I read
this statute as dealing only with promotion. Judge Willlams
says, no, wait a minute. The statute says intended use and
it dcesn’t necessarily limit {tsel? to promotion. Tharefore,
if the manufacturer sells into a market which he and the
whole world knows and the undisputed evidence to that effect
that 70 percent of the use will be for unapproved and 30
percent for approved, you have a per fie violation of the
statute. That’s Judge Williams’ proposition.

MR, SCHULTZ: Right.

THE COURT: Is that correct?

MR. SCHULTZ: Yes. Well, I don’t know if it’s -- Judge
Williams is correct that this is not just promotion. The
statute does not just deal with promotion.

THE COURT: Well let’s deal with intent. I guess maybe
you should express a theory of intent that we can get our
hands around,

THE COURT: That’s right. That’s right. That’s where
the problem is, lsn’t it?

MR. SCHULTZ: The intent ==

THE COURT: The case you'’re sounding like making is that
it is only the speech that creates the crime only.

MR, SCHULTZ: Well, I don’t think that’s correct,

THE COURT: No, it’s not 1like a case lixe Nigconsin ¥.
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Mitchell, where speech is introduced on an issue of intent,
but the intent could be proven by all kinds of other things.
Right? But here, it‘s pure speech.

MR, SCHULTZ: Here, I would, here the intent can be
proven by things other than speech. The speech is one way to
prove it.

THE COURT: Okay. And what are they?

MR. SCHULTZ: There is caselaw, for example, saying that
the Agency can look to consumer use or to the wvay the product
is used, either the way it’s prescribed or used by consumsers.

THE COURT: Well, now, you’re really =--

MR. SCHULTZ: And that if it's nearly exclusive for one
use, then that can establish intent.

THE COURT: Okay. And the closest you’‘ve come to an
example of this ever happening in the real world is something
about the Morning After Pill.

MR. SCHULTZ: Well, there is caselaw about dietary
supplemente, for example. Vitamins which were used to treat
diseases and vhen the Court looked at that, the statute’s
since been changed, but when the Court looked at that, the
Court sald, this is the Second Circult, one way FDA can ahow
intent is through consumer use, In the Ash case, a case of
this Court involving tobacco, this Court said looking at the
FDA’s regulation, said intent can be shown through labeling,

advertising or other relevant sources. And so I think it’'s
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quite clear that the FDA has always taken the position it can

look at other sources, and on occasion it does.

THE COURT: But you’re mot, you’re, I thought I
understood this case until just pow. I thought you were
acknowledging that the manufacturers’ speech, namely, the
distribution of an article through a detail person, whatever
it is can be used as evidence of an intent to promote a drug
for an off~-label purpose.

MR. SCHULTZ: We, wa, I know --

THE COURT: Isn’t that your theory?

MR. SCHULTZ: ~- acknowledge that. That’s at the heart
of our case.

THE COURT: So, what difference does it make that
there’s non speech evidence also? Your whole case rests on -
MR. SCHULTZ: I don’t knmow that it does. I’m simply

trying to be accurate about the statute, but --

THE COURT: And the other thing is I don’t understand
how the use of the drug can be evidence of the manufacturers’
sotive. I thought that it was perfectly lawful for a doctor

hto use a drug, to prescribe a drug for an off-label use.

Ian’t it?
MR. SCHMULTZ: That is true. That is correct.
THE COURT: Okay. S50, what you’re trying ==

THE COURT: dut it s also unlawful for the manufacturer
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to sell for that use,
THE COURT: 5o you’re trying, what the statute’s trying
to do, as I understand, is draw a line between those. Right?
Namoly the doctors lawful right to prescribe for an off-label
lputvn:mc-
MR. SCHULTZ: 1In the ordinary ==

i THE COURT: So, if hundreds of thousands of dootors are

prescribing it for an off-label purpose, how can that
possibly be evidence of the sanufacturer’s intent?

MR. SCHULTZ: I’'m not suggesting that that necessarily
would be. In the ordinary --

THE COURT: Dut you did.

MR. SCHULTZ: =~ practice of medicine --

THE COURT: You‘re not dismissing it either because you
want to preserve the right to go --. Isn’t your answver to
both my colleagues here that the real difficult case deals
with the hypothetical of their raising, where you have the
market behavior which the manufacturer ig aware of, and he or
she continues to sell into that market, and that intended use
problem then becomes very difficult. But your basic argusent
is that, and this is a legitimate point to say. In this case
you're dealing with the promotional activity, and so it
doesn’t represent anywhere near that statutory difficulty
that arises vhere there is no promotional activity, but an

obvious and predictable for non approved purposes. Right?
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14
MR. SCMULTZI: Yes.

THE COURT: Okay.
THE COURT: But you’'re also in the position of arguing
that the {llegal non speech act to which this is attached is

o a large extent a phantom. Right? Because there is nover

in the real world enforcement where there is only the act
without the promotional activity.

MR. SCHULTZ: X ==

THE COURT: Assuming that’s a correct characterization
of what we’re dealing with here.

MR, SCHWULTZ: I don’t think 1 agree with the never, but
I think that I don‘t want to step too far away from the point
that vhat we are dealing with here with is advertising,
promotion or speech. And what this statute does is it
converts an ordinary product into a drug based generally on
how it’s talked about. What’s put on the label. There’s a,
take the issue of, take the orange juice, for example.
There’s an ordinary consumer product, but if a company to
decides, and it’s legal to buy it. Obvicusly it’s legal to
buy it and use it. The consumer can use it for whatever he
or ahe wants. But, if a company takes crange juice and
markets it te cure the cold or to cure cancer, it has just
through speech admittedly turned orange juice inte a drug.
And, it doesn’t matter wvhether we’re talking about orange

juice or some new AIDS drug, it is turning a product that’s
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avallable and legal into an unapproved new drug that requires

FOA approval.

And the implication of the District Court’s opinion is
Lo really upset that entire protection. It's to allow
companies to promote. And, I would submit there’s no
difference between journal articles and advertising and
labelling that would allow companies to promote products for
uses that have never been approved,

THE COURT: Okay. Judge Williams has -~

THE COURT: OKkay. Yeah. Suppose that the certain
states which go full lialt on the issue of abortion as
permitted by Casey and others that don’t, and Planned
Parenthood, the national organization wants to distribute,
disseminate information, let’s say scholarly studies showing
that the sorts of prohibition which are permitted by Casey
and enforced by some states are incredibly unsound and
produce terrible effects. Planned Parenthood is a supplier
of abortion services., Right? Are there promotional or are
thase disseninations of scholarly studies statements made
entirely to, what is the magic language of Pittsburgh Press,
to promote a commercial transaction?

MR. SCHULTZ: T don’t know. 1 think maybe not there,
but I think that is the ana=- the right analysis is to look
at the advertising or whatever the activity is and say is it

commpercial speech under the caselaw?
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THE COURT: All right. That’s very isportant. I wanted
you to get it., You think this is a comercial speech case?

MR. SCHULTZ: Yes.

THE COURT: Well, why are you talking about an i(llegal
transaction? Because if it’s an illegal transaction it’s not
a commercial speech case,.

MR. SCHULTZ: We have alternative argusents, Judge
Silberman.

THE COURT: All right.

MR, SCHNULTZ: And, maybe we should turn to Central
Mudson, 8o, 1’11 feel badly if I sit down without mentioning
it.

THE COURT: Yeah, I implicitly, I think you have
abandoned, well, at least prudently for oral argument, you
abandoned the illegal transaction notlion and you switched to
Central Hudson. All right. Now, analyze this under Central
|| Budson.

MR. SCHULTZ: Okay. Thank you. The first gquestion ls
vhat is the Governament’s issue? Is it a substantial

governsent interest?

THE COURT: What’'’s the Governsent interest?

MR. SCHULTZ: And here there are three that Congress
really loocked at sort of in a bundle. One is the entire drug
approval systes and the interest in getting research done

about drugs and getting inforsation about whether drugs are
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safe and effective before they’re promoted and used. So one

is --

THE COURT: As we said, excuse me. As we said in
Pearson, the question of the Government’s interest can be
described at such a level of generality as to mske it not
very useful for analysis, or it can be more specific.

MR. SCHULTZ: It’s public health. Right.

THE COURT: And, you’ve got into some confusion down in
the District Court as to what your interest was, and Court of
Appeals, and your adversaries are claiming you're shifting
somewhat, but I’m not sure it’s all that significant. BDdut
any event, your point is down below you seemed to suggest
that the Government’s interest was trying in induce
manufacturers to go through the approval process, which rune
into certain problems because sosetimes Lt doesn’t make any
sense for the manufacturer to go through the approval
process, and you don‘t really want them to do it anyway.
Right? So that’z not, can’t be your real Interest.

MR. SCHULTZ: I want to be careful here, Judge
Silberman.

THE COURT: You‘ve been very careful all the way
through. So careful that it’s hard to get an answer out of
you.

MR. SCRULTZ: I'm sorry. But I mean you’re right that

obwiously not every use and every drug is going to be
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researched and approved, but --

THE COURT: 1 don’t know why you didn’t state it, and
111 asX the other side is why you didn’t state it more
concretely, your interest? Your interest is in protecting a
statutory schese of regulation and your argument, I think, is
that promotional devices which go cutside the direct
labelling would undermine your statutory scheme.

MR, SCHULTZ: would completely undermine the statutory
scheme, and the key to the statutory scheme Is to get new
uses of drugs studied for safety and efficacy so physiclians
when they’re prescribing drugs can know whether they’re safe
and effective.

THE COURT: This sounds to be very like the purpose that
was found inadequate in Tornille because you want better

speech, balanced speech. You prohibit unbalanced speech.
And, of course, it’s true at the msargin some prohibitions of

unbalanced speech may generate some better balanced speech,
byt on the other hand, wvhat seemed to drive the Court in
Tornillo was that the flat prohibition could not be justified
on that incentive ground.

NR. SCHULTZ: Well, I mean, I think what may coma forth
is -~

THE COURT: In fact, it took the form of a mandate to

bave the balance, but --
MR. SCHULTZ: But I don’t think this has to be viewed in
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terns of speech. This is viewed in terms of a regulatory
systom -~

THE COURT: This fan’t, publication of articles ifsn’t
speech?

MR. SCHULTZ: No, no, no, I'm talking about when a
company does the research to find out whether a drug is safe
and affective and it files an application with the FDA
submitting its sclientific studies, and then it gets an
approval that allows it to market the drug for that use,
that’s the GCovernment interest that the District Court, I
think adopted and that we advocated below.

Now, what was tricky in the statute and I mean this is
where it gets difficult, but I want to explain this, There’s
also an interest in that the information be balanced. But,
what was tricky in this statute is that it’s adopted against
a background where physicians are permitted to prescribe
approved drugs for uses that haven’t been approved,

THE COURT: Right.

MR. SCHULTZ: And I would submit that when you look at
it in that context that the approach that Congress adopted is
not juat a reasomable fit, but really it’'s gquite fooused,
because what it does is it preserves the statutory scheme.
It preserves the incentive to do the research. It doesn’t
moan everybody’s going to do it every tise. BDut it'a very
important. And yet it retaine the sort of background whore
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in the ordinary practice of medicine physicians have this

flexibility.

THE COURT: Now, incidently, in the briefs, the
Appellees point out certain examples of implesentation of
your policy over the last few years, some of which might even
be troubling under your theory. Do you necessarily agree
with all those things that they actually happened?

MR. SCHULTZ: I think I, you’d have to tell me what --

THE COURT: Well, I‘1l walt and see. Sut they’l)
certainly bring it up.

MR. SCHULTZ: Okay. I ==

THE COURT: Go ahead, Judge Tatel.

THE COURT: Can we just go back to an answer you gave to
Judge Silberman to make sure I understand it., Are you,
you‘re not, are you conceding now that this is, there’s not
an underlying illegal act to which the speech is connected?
Is that what you said?

MR. SCHULTZ: No.

THE COURT: You’re not doing that,

MR. SCHULTZ: No --

THE COURT: This is just your alternative argument.

MR. SCHULTZ: Yes, we have two arguments.

THE COURT: Your basic position s still that the

fl1legal act here is the intentional promotion of the drug for

an off-label use. Right?
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MR. SCHULTZ: Yes. We still believe -~

THE COURT: And that that, and that your analysis is, as

|| I understand it that under, that it’s commercial speech which

because of that has no First Asendment protection. Right?

MR. SQRILTZ: Yes, under Pittsburgh Press and Wisconsin
Y. MAtchell.

THE COURT: Okay.

THE COURT: Well, I don’t understand how you deal with
the, what is It 44 case? I mean, if you’re saying what sakes
this illegal is the speech, aren’t you, as counsel said on
the other side, f{sn’t this a circular argusent? That takes
it right out of commercial speech doctrine altogether ==

MR. SCHULTZ: Well -~

THE COURT: ~- and it dcoes not make nonsense out of
Central Mudson?

MR, SCMULTZ: What makes it illegal is the intent. This
is, I'm afraid I'm going to get back into where we started
which I know wasn’t --

THE COURT: Now, you’re going to fall.

THE COURY: What’s the it?

MR. SCHULTZ: What makes distributing the journal
articles illegal, that’s the it. Is the intent, is that it
establishes the intent by the manufacturer to sell a drug for
an unapproved use. It absolutely establishes (t. That was

the situation before the 1997 statute and then it’s actually
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codified in the statute.

THE COURT: And that’s a criminal act. Right?

MR. SCHULTZ: That’s potentially a criainal act, yes.

THE COURT: That’s a criminal act, Right,

THE COURT: What’s the role of 331(z) in this?

MR. SCHMULTZ: Well, that’s why I say it was codified.

THE COURT: Which appears to be a direct -~

MR. SCHUILTZ: No, I mo -~

THE COURT: -~ characterization of the dissemination not
in conformity with this section as a prohibitive act.

MR. SCHULTZ: Here’s the way I would view it. If you
lock at the situation, if you agree with me that before 1997,
before that section was passed into law, that it was illegal
for a drug coapany to distribute journal articles for
unapproved use because basically what they’re doing is
selliing a new drug. That’s before -~

THE COURT: 1 think ==

MR. SCHULTZ: I’'’m sorry.

THE COURT: ~= the fudge of language you use is
critical.

MR. SCHULTZ: Okay.

THE COURT: See.

MR, SCHMULTZ: In other words --

THE COURT: What I thought the Governsent’s basic

position was being that the distribution for an unapproved
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use is illegal, is pre-1997.

MR. SCHNULTZ: With intent, yes.

THE COURT: With the wrong intent.

MR, SCHULTZ: VYes.

THE COURT: And the promotional activity comes in
entirely on the issue of intent.

JJ MR. SCHULTZ: Yes -~

THE COURT: The trouble is 331(z) seems to play havoc
with that and it also plays havoc with the argument that the
'97 Act is just a safe harbor.

MR, SCHULTZ: Well, let me see If I can explain.
Asguning that it was illegal before 1997, what the 97 --

THE COURT: What's (t?

MR. SCHULTZ: Assuming that it was illegal to ==

THE COURT: (2) is very clear that it‘s talking about
dissomination of information. Okay.

MR. SCHULYZ: Pardon?

THE COURT: (2), 331(2) ==

MR. SCHULTZ: Yes, assuaing ==

THE COURT: ~- It’s very clear it’s talking about
dissenination of Iinforsation.

MR, SCHMULTZ: Assuning it was illegal to disseminate

information about an unapproved use before 1997 because that
established the intent to sell an unapproved new drug.
THE COURT: Suppose ==
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THE COURT: Suppose it’s before a single doctor has ever
had a dream of prescribing the drug. Right?-

MR. SCHULTZ: I think that's even more ==

THE COURT: That's more so?

MR. SCMULTZ: Well, no doctor has had a dream about it
and now the drug company is giving the doctor an article
basically saying here’s something new you can ==

THE COURT: Yeah, I know, but where is the distribution?
I would think that unless sales pick up or something
reflecting the new use, you don’t have any indication of
distridbution. Distribution in excess of the uses specified.

MR. SCHULTZ: In each case you look to seo whether this
is marketing. And we can conjure up hypotheticals where it
night not be marketing, but --

THE COURT: Not so hard to do in light of Bigelow, is
it?

MR. SCHULTZ: It’s mot so hard to do. It happened in
all the moot courts I did., You know there are certainly
hypotheticals where it aight not be marketing, but where it
is marketing, which is I think what we have at issue here,
what Congress d4id in 1997 is they said to the drug companies,
we are now going to let you do something that you could not
do before. He're going to, If you want to take advantage of
this new statute and comply with its rules, then you may

distribute these journal articles. And the rules basically




v N & w

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

24

24

25
say you have to, in general, commit to do the research and
the information has to be, you have to give them all the
information, not just some of it and -~

THE COURT: Excuse me, Mr. Schultz. T want to take you
back to this illegality because 1'm very confused about that.

MR, SCHULTZ: Judge Silberman, could == I just wanted to

THE COURT: Yes, sir.

THE COURT: 1 think he should finish on (z). I believe
he i=.

MR. SCHULTZ: == just this one. And what 1331(z) --

THE COURT: Well, if you would directly respond to his
question I wouldn’t -~

MR. SCHULTZ: Yeah, I apologize. I just -~

THE COURT: You’re answering the guestion about (2)?

MR. SCHULTZ: VYeah. What it does is it says, and all it
doos, if you choose to take advantage of this nev statute
that allowed you to disseminate information, but you violate
some provision of it, then you’re in violation of the law.

THE COURT: In other words Af you submit ==«

MR. SCNULTZ: And that’s all it does.

THE COURT: In other words If you submit something
pursuant to the 60 day and you get approval to distribute a
poer review piece, but you include in it a non peer review

piece, then you’re violating ==
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MR. SCHULTZ: Yes.

THE COURT: ~~ the terms of your agreement.

MR. SCHULTZ: Yes.

THE COURT: Regard --

THE COURT: 1In other words it’‘s not a --

THE COURT: Regardless of distribution in excess of the
pernitted uses. Right?

MR. SCHULTZ: Well, if you chose --

THE COURT: It’s got to be regardless or (2) is
surplusage,

MR. SCMULTZ: Regardless of, I’m just afraid you don’t
understand.

THE COURT: You point to 331(a) and (d) as forbidden
kinds of distribution and your argusent has run generally
that thaese statements are ancillary to those forbidden uses
vhich gets you into the promoting an illegal transaction
category which you want to be in. But, when you don’t have,
for whatever reason, enforcement is unpromising under (a) and
(d), and therefore you turn to 331(z). You’re going alone on
the promotion regardless of intent to distribute.

MR. SCHULTZ: But you’d have to, as Judge Tatel’s
pointed out, you’d have to show a violation of ==

THE COURT: 1 understand. But --

MR. SCHULTZ: == this new statute.

THE COURT: No, I d4idn’t point it cut. 1 was just
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trying to understand what you said, and I understood you

saying that the only, the only time (2) is triggered -~

SCHULTZ: Right,

COURT: == and I'm not quite sure I understand why
is if you violate the terms of your agreement with the
Secretary, and how do you get that from that? Is that
because of the reference to 3607

MR. SCHULTZ: Yes, and because 360, it basically says
the manufacturer may distribute journal articles if it
complies with all the sections here.

THE COURT: Okay. So, in other worde, {f you’ve agreed
with the Secretary to do certain things, but under that
agreement yo do more, that’s a separate violation, has
nothing to do with underlying crime of -~ in fact, that’s not
even a criminal offense. Isn‘t {t? (2)7?

MR. SCHULTZ: I think =~

THE COURT: These are all prohibitions.

THE COURT: Yhese are all just prohibitions, yeah.

MR. SCHULTZ: VYes, but if you're subject to a
prohibition, then the other sanctions generally kick in, and
the crisinal statute kicks in, although I think there’s some

epocial provision about criminal law for this section. But,

Itho prohibitions are then tied into the sanctions which are

injunction penalties and can in some cases be criminal.
THE COURT: Can I come back To my i{llegality again?
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MR, SCHULTE: Yes, I apologize.

THE COURT: Yes, 1 want o -- excuse me, Judge Tatel.
Let ma just see if I can geot this one. Your opponents point
out, they make the point, they make the argusent that your
argument is circular in claiming there’s an illegal
transaction here, because the only illegality is the
promotion, or the promotion posaibly connected with other
kinds of practices which would reflect a bad intent. The
more I hear the argusent that the whole word intent has an
interesting use in this statute and Congress seems to move
around it. I’m not sure it's really a clear intent statute.
But, any event, my understanding of your position is {f you
argue that this jis an illegal transaction you're ocut of
commercial speech altogether. Right.

MR. SCHULTZ: You're out of First Amendment right.

THE COURTY: Yeah, that’s right. You’re cut of any kind
of protection.

MR. SCHULTZ: Yeah, out of the First Amendment.

THE COURY: So, well, that’s right. So, that forces us
to think very hard. Are you really arguing here that the
underlying transaction is illegal? And wvhen the Supreme
Court does that, they’re not talking about the speech you’re
trying to restrict, because that is circular.

MR. SCHULTZ: Right.
THE COURT: If the speech you’re trying to restrict
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makes the speech illegal and therefore you’'re outside of
First Asmsandzent, then there is no First Amendsent. So, I
don’t understand your position on the underlying illegality.

MR. SCHULTZ: Okay. And I am not arguing this isn‘t
tricky and difficult, but let me try and see if it's
persuasive.

THE COURT: You’re going to run it up the flag pole and
see if it waves?

MR, SCHULTZ: VYeah. I’ve got a couple of different flag
poles, but in, if you think about Pittaburgh Presa, certainly
the employer can give speeches saying look, you know, I
believe in hiring only men. There’s nothing illegal about
that. But when the employer, when the newspaper accepts an
ad which indicates that the employer’s going to discriminate,
going to basically, in the eaployer’s mind he’s going to hire
only =en, then all of a sudden that father, that speech
becomes illegal. It’s illegal discrimination. And, we
think, I'ms not, we think that that caselav has some bearing
on what’s at issue here. And it may bo a little easier to
see if you Imagine a drug that hasn’t been approved at all.
We have a case, a substance called Aloe Vera which is used in
soap, and a physician in Maryland says, this is a public
record. It’s a criminal case. Is glving it to cancer
patients to take orally and for injection. And he's
advertising that. T mean he's promoting that,
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THE COURT: HMe's also doing it, I take {t.

MR. SCHULTZ: MNe's, yes, he’s also doling it.

THE COURT: He's doing it.

THE COURT: But that’s lawful. Isn’‘t {t?

MR. SCHMULTZ: It's, no. None of it’s lawful.

THE COURT: Walt & minute. T thought it was okay for a
doctor to prescribe a drug for an off-label use,

MR. SCHULTZ: It is okay only if the drug is approved
for some reason.

THE COURT: Oh, you mean this thing isn’t approved at
all?

MR. SCHULTZ: This isn’t approved at all.

THE COURT: Oh, I misunderstood you.

MR. SCHULTZ: But --

THE COURT: So what’s that got to do with this case?

THE COURT: Nothing. You know the problem with the
Pittsburgh case, the problea with the Pittsburgh case, I
grant you that that, I think it leads you down a blind alley
of arguing that this is evidence of intent, and therefore it
can be banned ae evidence of intent. That doesn’t make any
sense because suppose it was, as counsel points out, suppose
it was equivocal evidence. It could suggest either way. And
you're saying it could be banned anyway. I think the better
way to analyze Pittsburgh ies to say it wouldn’t matter if the
employer in that case had an absolute positive intent. If in
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fact, he put that ad in which showed discrimination on ita

face, it would be arguably banned, it could be prohibited,

MR, SCMULTZ: If a drug company sells Aloce Vera, it’'s
not, drug company’s not putting it in patients, it’s simply
selling it --

THE COURT: Right.

MR, SCHULTZ: == o cure cancer without ever getting
approval. We are going to use that speech as evidence of
it’s intent that the drug be used as an unapproved drug and
not get approwval.

THE COURT: Does this statute ban these activities as
evidence of an unlawful act? That’s not an accurate
description of the statute., Is it?

MR, SCHULTZ: Does this statute -~

THE COURT: Does this statute ban the distribution of
non peer reviewed documents because they are, they could be
evidence of an illegal act?

MR. SCHULTZ: I think that in the [irst argument, not
the Central Hudson argument, but the firet argument, I think
that is one way to characterize what we're arguing.

THE COURT: HNell, wait a ninute. See now I totally
don’t understand your case. I completely don’t underatand
it. I thought your whole explanation of this statute and the
guidance was that they have established a procedure for

manufacturers who diastribute certain materials regarding off-
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label uses In such a way that they will not be used as
evidence against them in a prosecution under the misbranding
provisions. I thought that’s what this was about. And that
1 thought that any manufacturer could distribute anything
they wanted, if they wanted to take a chance of ending up a
defendant in a nislabeling case. Isn’t that right?

MR. SCHULTZI: That's all correct. That’s all correct.

THE COURT: That’s all correct.

NR. SCHULTZ: Yee.

THE COURT: So this Act, setting aside (2) for a minute,
doesn’t ban anything. Right?

MR. SONULTZ: I don't belleve it does. I don’t belleve
this Act bans anything.

THE COURT: It doesn’t ban a thing. In other words if
I'm a drug manufacturer and if I want to distribute non peer
reviewed articles, if I want to sponsor a conference about a
non label use I can go ahead and do so without going through
any of these 60 day provisions. Right?

MR. SCHULTZ: T believe that’s correct.

THE COURT: And the only risk I take is that they might
use that soseday against me as evidence that I intended to
distribute the product for a non-label use. Right?

MR. SCMULTZ: VYes, that’s correct. And in fact this
case was brought before the statute, so, that’s correct,

THE COURT: All right.
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MR. SCHULYTZ: It’s all correct, that --

THE COURT: That’s the right understanding of it.

MR. SCHULTZ: That (s --

THE COURT: So, let's 9o back to (2) for a minute.
Okay? So I can understand (z). I understood what you said,
but then at page 32 of your brief, you say this. The
treatment of the dissemination of off-label information as a
separate violation of the nisbranding provisions is
consistent with the Pirst Amendsent. So, I was with you all
the way up to that sentence and then I fell off the
reservation. I don’t get it. I thought you were saying that
you were not treating these things as an independent
violation, but only as evidence of intent.

MR. SCHULTZ: You said, the treatment of these ==

THE COURT: MNere, I‘1l read it to you again. Page 32.

MR. SCHULTZ: Right.

THE COURT: The troatment of the dissesination of off~
label information as a separate violation of the nisbranding
provisions is consistent with the rirst Amendsent.

MR. SCHULTZ: If you, itmlnmwwm
the new 1997 statute, which is a practical matter, is the
only way FDA is going to permit them to disseminate these
articles. If they choose to do that then the fact that
331(2) says that if you violate the deal in the new statute,

that’s a prohibitive act -~
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THE COURT: Okay. So this sentence doesn’t ==

MR. SCHULTZ: == doean’t violate the First Amendment.

THE COURT: This sentence then doesn’t mean anything
more than (z).

MR. SCHULTZ: No, I don’t think it does.

THE COURT: All right. And (2), I just want to make
sure I get it. (2) you say is mot treating this information
as an independent violation of the misbranding provision, but
rather as a violation of your deal with the Secretary.

MR. SCHULTZ: And all (z) says isg -~

THE COURT: Is that right?

NR. SCHULTZ: VYes, it’'s prohibited to disseminate
information in viclation of Seotion 551 which is the new
statute.

THE COURT: Which is the deal part of it.

MR. SCNULTZ: It's the deal.

THE COURT: Could Congress pass a statute barring --
well, let me take a step back. You're not, you don’t
noreally argue NLRP cases before us. But, let me give you a
background, It is generally illegal for an employer to
intentionally promise a wage benefit or any other kind of
benefit leading up to an election. And it also, and these
cases often turn on what the intent is and they’‘re very
complex and very difficult because employers often speak

about wages. Suppose Congress passed a law barring employers
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prior to an election, and it was defended on the grounds that
|| somatimes that would bo evidence of a bad intent. Sometimes

it wvouldn’t, sometimes it would. But, we banned it.

Constitutional?

MR. SCHULTZ: No.

THE COURT: Then aren’t you conceding?

MR. SCHULTZ: No, no because here the speech is illegal
only if —

THE COURT: Well that’s the circular -~

NR. SCHULTZ: ~- walt a minute. Only if ==

THE COURT: It’s never lllegal.

MR. SCHULTZ: It's gotta be promotional. It’s gotta be
evidence of the unlawful intent. If it can be done in a way
|| that’s not promotional ==

THE COURT: But your brief argued if it can be evidence
it can be banned. And that’s, you sailed right into his
torpedces because they say, wait a minute, you can’t ban
speech on the grounds that it might ba bad evidence, evidence
of a bad intent.

MR. SCMULTZ: If a drug company wants to convene a
conference of scientists who you know, aren’t practicing
physicians, and wants to distribute journal articles about
its drug to discuss study design or 30 on, this statute
doesn’t get at that. This statute gets at the behavior only
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when the cospany is prosoting its product.

THE COURT: Yeah, but suppose the company --

THE COURT: So, then you’re, that implicitly abandons
the underlying illegality of the transaction. You’re
focusing, as Judge Williams said in the beginning on the
promotion, on the speech. That is part of == as it relates
to a transaction.

MR, SCHULTZ: Plttsburgh Pross and Hisconsin v. Mitchell

THE COURT: Yeah,

Mit. SCHULTZ: =~ are, you know, are still isplicated.
But I ==

THE COURT: Let me give you a hypothetical on the drug
company. My drug is used for proper purpose A and being
promscted, being used by doctors for B. Okay? I get together
with somebody and I sponsor a big conference on off-label use
B. All right. I fund it. 1 do everything. It violates all
12 of these standards in the guidance. Okay? Flat out
inconsistent. Right? Now, is that conference independently
illegal or is it only useable by the GCovernment as evidence
in a criminal prosecution that I intended to market the drug
for an off-label use?

MR. SCHULTZ: 1 would say it’s useable as evidence that
you intended to market the drug for the off-label use.

THE COURT: S0 there are no clircumstances under whioh
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the Department could stop that conference or punish the

manufacturer for participating and funding the conference?

MR. SCHULTZ: Only ==

THE COURT: Independent ==

MR. SCHULTZ: The only argument the Government would
have is that the manufacturer is selliny an unapproved new
drug.

THE COURT: Porget (z). Right. oOkay.

MR. SCHULTZ: And the conference is evidence of the
intent. And then I should stress the criminal prosecution
would be way down the line. The first thing the Agency would
do is send the company a letter.

THE COURT: I’m trying to recall., Does the ‘97 statute
use intent or is it really amending the prior statute which
uses the word?

MR. SCHULTZ: It’s the prior statute. It’s in the drug
definition.

THE COURT: Right. That'’s what I thought. And the '97
statute doesn’t refer to intent.

MR. SCHULTZ: No.

THE COURT: WNo. 8o, I think that, my concern is that
Congress may have been legislating against a framework which
doesn’t exactly fit with the framework they used in ‘97, Let
Re go, woll, on the {llegality point, I think you see what’s
#0 troubling. Perhapa we should leave you, sit down for a
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THE COURT: There is one question hanging and that is
why is the circulation of a peer reviewed article relating to
an off-label use more, well, it has o be more, more
promotional than the advertisement in Bigelow?

MR. SCHULTZ: I’d have to go back and remember Bigelow,
but I think under -~

THE COURT: It appears to be assumed by the Court —-

HR. SCHULTZ: That was to the general public.

THE COURT: ~- although it’s a little obscure, but it
Appears to be assumed that the persons placing the
advertisemsent are running a service which either through
reciprocal fees or something they will receive for
remuneration. 8o it ==

MR. SCHULTZ: Well ==

THE COURT: 1It’s hard for me to see that it is, that
circulating a peer reviewed article is more promotional than
that which was held not to be promotional,

MR. SCHULTZ: Well, I mean -~

THE COURY: Would you 1like -~

MR. SCHULTZ: ~~ there’s a lot that’s happened since
Blgelow, but -~

THE COURT: Mr. Schult:z, would you like to think about
Bigelow and then come back on rebuttal? Because I can’t
remesber Digelow either, and you can tell the fact, you can
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talk about the facts on that when you comse back.

MR. SCHULTZ: Sure, 1’4 be happy to. Thank you.

THE COURT: Yeah. Judge Williams you wouldn’t mind?
Let him go.

THE COURT: That’s all right. No, all the time in the

world.
ORAL ARGUMENT OF Bert Rein, Esq,
ON DEHALF OF APPELLEER

MR. REIN: Good morning, Your Homor, may it please the
10 c°urt.-ynuouuttlbmmrulunonmuotm
11 [Appellee, WLF. I want to assure the Court I‘m not going to
12 |ask to dismiss the Governsent‘’s appeal, though I am going to
13 fask to affirm the judgsent below.
14 I think that I‘d like to go, come directly to the points

15 ||that you were addressing with Covernsent counsel, because I -

16

A7 THE COURT: They mado a, they actually made an implicit
argument we should disniss your appeal on grounds you don’t

have standing. But, I won’t even get into that.

18

19
20 MR. REIN: Well, I think we answered that in our brier,
21 ||Your Homor, and I think we meet the threo-part test for

22 ||standing that the Courts have used.

2) THE COURT: I don’t want to go into {t,

24 MR. REIN: I think the central issue that’s bothering

25 |the Court is is the Cevernment here seeking to impose a
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prophylactic ban on speech itself as 331(2) certainly appears
to do -~

THE COURT: Well, let me tell you why, let’s just put
aside for a moment the Covernment’s argument, which I frankly
regard as labored. That there’s an underlying illegal
transaction or that the problem here is that the speech is
evidence that can or cannot be evidence of bad intent and
therefore we can ban it because it might be evidence of bad
intent. That doesn’t make much sense %o me either. But what
does make sense, which to me at least, is the Government’s
arqusent which they sort of dance around, but they make it
sufficlently. Is look, we have a regulatory scheme here
which requires that drug manufacturers bring uses to the FDA
for approval. We also recognize that doctors can prescribe
unapproved uses, but we do not want the drug manufacturers to
be touting those unapproved uses. You concede implicitly
that they have every legal right to do that because you
concede they can prevent labeling which includes all the
information that you would send out with the drug
manufacturing. Labelling which would include unapproved
uses. Right?

NR. REIN: T think, lot me tell you what we do and don’t
concede to.

THE COURT: No, no. Do you concede that or not?

THE COURT: I think he’s trying to give a -- stance.
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MR. REIN: I do not concede that, Your Honor, because I
can explain I think with some clarity vhere we do believe
they have enforcement rights that are not only in the

statute, but preserved by the injunction. To wit, if a

manufacturer makes claim of a use that has not been approved
ac safe and effective in shifts with that clais, that is a
violation of 50% and it’s enforceable under 331, That’s a
case that’s not before us.

THE COURT: WMait a minute.

NR. REIN: That -—

THE COURT: For constitutfional purposes it is. Thinking
about what, because then if the manufacturing weuld send out

the drug with the article -~

MR. REIN: I think you’re making the assumption that
merely transmitting the article in itself is a clais without
regard to the facts and ¢circumstances.

THE COURT: Let's suppose, well that’s a fair point,
Hw they send It out with a letter to the doctor saying
here’s our nev super duper drug and this is the label we have
on it. And, by the way lcok at this article that describes

this unapproved use.

MR. REIN: I think =-
THE COURT: And that’s all one package that comes to the

dector.,
MR. REIN: Right. And that’s a case that’s like Bolger
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in which one might argue that in no circusstance, in the

totality of that mailing to the doctor they were claining
that this use, which is not approved is an appropriaste use of
the drug. And T think that -~

THE COURT: And 80 that would be banned.
Constitutionally, there you have no ==

MR, REIN: No, and I think ban is the wrong word, Judge
Silberman. What could happen there is the Government could
choose to act against the conduct. The Covernment could say
that shipment was an unlawful shipment. There ==

THE COURT: Which included that bad speech.

MR. REIN: It's not a question of whethoer -- it’s the
shipsent -~

THE COURT: No, but you're agreeing that it doean’t
ban ==

MR. REIN: -~ not the speech,.

THE COURT: You’re agreeing that it doesn’t ban the
spoech. Right?

MR. REIN: I don’t think that %05 bans the speech as
such.

THE COURT: The statute doesn’t ban the speech,

MR. REIN: 2331(z) I believe does ban the speech. That's
wvhat the fight was about below. The guidance that the
Governaent had <«

THE COURT: Well, the Government says that only applies
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where you violate your deal with the Secretary.

MR. REIN: Well, under that construction, which is
scmevhat novel and I'm not sure it’s accurate, there really,
the case is almogt moot because the Government (s now saying
they have no right to prohibit the manufacturer from going
out and distributing the articles. All they have is the
right to bring subetantive cases for shipping in violation of
the statute or having a misbranded drug on the market.

THE COURT: All right. That’s what I understood.

MR. REIN: And no one is gquarreling about that because
the District Court’s injunction does not desl with the
Covernment’s ability to bring prosecutions under the (a) and
(d) of 331. So, that issue isn’t even before this Court.

The Government is arguing about a non issue.

THE COURT: No, Government counsel just said in response
to one of my questions that the only, that this bans nothing,
unless you violate your deal with the Secretary.

MR. REIN: I understand that the Government ==

THE COURT

MR. REIN: Judge Tatel --

THE COURT: VYeah.

That’s all, that’s what he said,

MR. REIN: If that is all that 331(z2) does, if it --

THE COURT: Then this cage isn’‘t even ripe. Is {t?

MR. REIN: Then I think, no, I think the injunction
boelow ie properly taken because the Coversmment in sarrores




CREE I —

10
11
12
13
14
15
16
1?
18
19
20
21
22
23
4

25

- L)
had taken a much broader view and continued to take it under
its guidances wvhich were also at issue.

THE COURT: Well, if it’s retreated this late before
ug --

MR. REIN: Well, if the Government is now prepared to
concede that the Court’s injunction, that is the conduct
preserved by the injunction below which is the right to
distribute these articles without threat of illegality as
such, and that so manufacturers are now free to allow our
position members to receive this information, leaving in
place the remedies that have existed under this statute
historically for situations where the manufacturer’s conduct
might be deemed to create a violation, then there’s nobody
Arguing about anything because we're supporting the Court’s
injunction which the Covernmment fought balow. If the
Governsent no longer believes that the injunction has an
operative effect because they agree that the very conduct
supported by the injunction is permissible, then I agree.
We're not engaged in much of a fight here. Surprise, that
they, you know, maybe you should disamiss their appeal under
this.

THE COURT: Mell, walt a minute. I didn’t read the
Government, I didn‘t understand the Government as saying what
you're describing them as saying.

MR. REIN: Well, Judge Silberman, I think the gquestion
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is this -~

THE COURT: I wust say there is a little confusion, more
than a little confusion. Let’s assuse, however, let’s assume
and let’s make it crystal clear. The Government is in effect
banning the distribution of promotional material in this non
peer review artiocle for unapproved use. Let’s assume there’s
A ban of that.

MR. REIN: Then I think we're into the question, i{s this
ban supportable ==

THE COURT: Right.

MR. REIN: == under the Pirst Asendsent?

THE COURT: And, I thought you conceded that the

Government would be able to ban directly by regulation or
whatever under this statute, the sending of that material
with the drug as part of the transacticn.

MR. REIN: No, Your Monor, I did mot. I said that if
the Covernaent sought to bring a case --

18 HI THE COURT: Yes.

MR. REIN: <~ a case of improper shipment or a case of

"-hhuatunq. those are substantive viclations and they

addrese the conduct.

THE COURT: All right.

MR. REIN: All right.

THE COURT: Let’'s assume they issued a regulaticn which
said 1if you send out the promotional material with the drug,
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Wé regard that as part of the labeling and that will be

illegal.
MR. REIN: We would not believe that they could do that.

That would not be constitutional.

THE COURT: Why?

MR. REIN: Decause that is & broad prophylactic approach
which attempts to characterize without evidence ==«

THE COURT: Well, now wait a minute. Wait a minute,
counsel. You’‘re saying that the conduct can be barred, but
you can’t do it by rule. You have to do it by case-by-case?
That doean’t make any sense as a matter of constitutional
law.

MR. REIN: Judge Silberman, the conduct is shipping the
drug.

' THE COURT: Right.

MR, REIN: All right. And not --

THE COURT: With the promotion, with the promotional
material could be regarded as the label. Could it not?
Under this ==

MR. REIN: The word labelling has been interpreted quite

broadly.

THE COURT: Right. So the promotional materfial could be
included as part of the labeling. And, if a manufacturer
sent out the drug with the "label® i.e. including the
promotional material for unapproved use, the Covernmment can
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prohibit that,

MR. REIN: But, Your MNonor, when you’re saying the
'mt can prohibit that, I want to e precise about what

the injunction addresses. It addresses only certalin kinds of
materials. We’re talking about peer reviewed articles
which ==

THE COURT: Let me work my way up to that.

MR, REIN: Because we’re not on a slippery slope.

THE COURT: No, Mr. Rein, wait a minute. I work my way
up to it, I want to try and get, see if I can understand
wvhere there is an agreement as to the Government’s
constitutional position, even under your view. My
hypothetical where they issued a regulation that precluded
that, you would not have any argument that that was
unconstitutional.

MR. REIN: Yes, I would, Your Honor, because the
regulation -~

THE COURT: Which is your constitutional argusent?

MR. REIN: == sweepingly characterizes all these
transaittals of this kind of material.

THE COURT: No, my hypothetical, where you -~

NR. REIN: In your hypothetical, I'm trying to address
that. If that regulation reached out to the class of
materials that are in the injunction, peer reviowed articles,
textbooks, independently produced by third parties --
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THE COURT: Right,

MR. REIN: ~-- our view would be those are not on &
prophylactic basis to be deened promotion =«

THE COURT: So now your argument, now you have shifted
o an argqument that you did not sake below, and you did not
make in your brief which is even if this material were sent
Out with the drug shipment, it fs constituticnally protected.

MR. REIN: I don’t believe we == we did make that
Argument below because we saild two things. One, this
material itself is core speech. It’s sclentific material and
it --

TUE COURT: No, but you never made the argument that I’m
== did you ever make that argument that even if this saterial

MR. REIN: We, it’s in our brief, Your Homor.

THE COURT: == even if this material is sent out, it’s
Clearly promotional material with the drugs. That (¢

couldn’t be banned because it’s pure speech.
MR. REIN: We certainly did not attribute any importance
to whether 1t'-v1tbtbodnagocm'1thm¢rw. We -~
'mg COURT: I’11 tell you why I think it’s important.
Firset of all, I think that position that there would even be
o constitutional question about that i{s not serious. Because
hu I read the statute, the Government clearly could 4o that

as part of the proposed transaction, That is to say ban the
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promotional material as part of the deal. The probles that

bothers me is if they can do that then I don’t understand why
they can’t do this because this would be necessary to event
the circumvention of my hypothetical.

MR. REIN: And I think, what I‘m trying --

THE COURT: This being the practice.

MR. REIN: And I'm trying to respond to your
hypothetical, Judge Silberman, by pointing out that what
ve're talking about is a specific class of materiales that are
T covered by the injunction. One, we have argued and it’s
below and in our briefs that these materials are for speech,
They are not commercial speech. Thay are circulated freely

by journals and textbooks. They’re recognized --

THE COURT: You certainly are not suggesting that a
scholarly article can not be thought of as promotional
material for a commercial transaction. As part of that.

NR. REIN: Your Monor, what I am suggesting is an
article of that type, a scholarly is ==

THE COURT: Can be, can be,

MR. REIN: == no, is pure speech.

THE COURT: Under no circumstances -~

MR. REIN: == is pure speech. It can be used in
connection with other materials and in a context where the
overall activity might be deemed to be promotion. But that

||doesn’t make the article prosotion.
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THE COURT: All right.

MR. REIN: wWhat it says is the activity viewed in
context and overall is promotion. And what I‘m telling you
is that our position has been steadily, these materials in

isolation --

THE COURT: If Lexus sends out a flyer to all proposed
buyers of Lexus which includes an article in consumer reports
which Indicates Lexus, according to consumer’s reports, Lexus
was the most reliable SUV. Is that promotional material?

FI MR. REIN: If we'’re talking about an independent peer
revieved article in Consumer Reports, the answer to that,
Your Monor, is it depends on the context in which i(t’s
furnished to the consumer. I can’t make that judgment a

| priori. I don’t think you could ban Consumer Reports from
publishing that article because Consumer Reports is
commenting on a matter of --

THE COURT: Well, that’s a non sequitur, is it. That’s

not, we're not asking about whether you can ban the article.
The gquestion is whether you can ban the sanufacturer from
distributing the article in connection with its sell of the

product.
MR. REIN: Well, Your Homor, and I’m saying that there

is a conduct remedy here. If the manufacturer’s method of
distributing that article, taken in context, whether it’s by

the proximity to the shipment, whether it‘s by the totality
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of thae message amounts to a claies for a use that the

manufacturer has not established in the statute to where
remedy ljes. That’s not what the case is about. Thisc case
| is not about Wisconsin v. Mitchell.
THE COURT: But that could be, even a peer reviewed

plece could be used In that context, Right?

MR. REIN: Right.

THE COURT: Even a pure article from the New England
Journal of Medicine you concede in a misbrand, in a suit,
criminal case against the manufacturer arguing, claiming that
they are marketing this for off~-label purpose, that article
from the New England Journal of Medicing could be used as
evidence. You would argue that it isn’t. Right? 1t
wouldn’t be a First Amendment problem.

MR. REIN: We’re not clalming the Firat Asendsent

precludes it from being used as evidence --

THE COURT: Right. Okay.

MR. REIN: That is, it is, the fact that you send it out
is conduct.

THE COURT: No, I understand that. But so, but do you
understand the statute differently than I do? As I
undaeratand it, the only thing the statute does is say if you
come to the departament with that New England Journal of
Medicine and submit it to us and we approve it, we guarantee

now it won‘t be used as evidence against you,
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MR. REIN: One aspect of the statute --

THE COURT: That’s all that statute says. Isn’t it?

MR. REIN: -- is the so-called safe harbor. The statute
also has 331(z2).

THE COURT: WwWell no, but let’s aseume that 331(z) means
wvhat the Government told us it meant. That it only means
that if you come to the Department and say, and they approve
your distribution of the Mew England Journal of Medicine
article, but you include within it another article that they
didn’t approve, that that’s what vioclates (z2).

MR. REIN: Your Monor, if we read (2) as contractual and

THE COURT: Yeah.

MR. REIN: -~ then the question is why then, is there
any problea with the injunction entored by the District Court
which ==

THE COURT: I think that’s a really good question.

MR. REIN: == sinply says the Covernsent, the
Covernment,

THE COURT: I don’t understand either. Because the --

MR. REIN: Well, Iif the Government shouldn’t interfere
with other distribution, and the answer to that is the
Government is not accepting the Injunctive relief. They must
have some reason to believe they can prohibit the speech --

THE COURT: Woll <~
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THE COURT: Now wait a minute. wWait 2 minute. The

District Judge held the statute unconstitutional. That’s the
grounds in --

KR. REIN: No, he 4id not, He’s only insofar ==

THE COURT: Wait a minute. When in his reconsideration
he most certainly did.

MR. REIN: He said only, his injunctive order is very
clear. It’s constitutional insofar as it conflicts with the
injunction. The injunction is intended to establish
boundaries for a First Amendment right to distribute and to
the extent that the statute conflicts with it it’s held
unconstitutional. Now, if the Government says it doesn’t
conflict because the statute doesn’t ban any of the
activities that are permitted by the injunction, then we have
an abstract statement without an actual conflict. Certainly
before the District Court, the District Court understood the
Government to be taking the position that the matters that he
authorized by the injunction were in confliot with the
statute. That is why he held it unconstitutional to the
extent it conflicted.

But the District Court did not say I'm sweeping away --
it ls not our position that it’s swept away. The safe harbor
is still available. So, a manufacturer --

THE COURT: Well, I thought you were == unless you want

to get into a ripeness question which I’'m sure would appall
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you at this point. But, my understanding ig you claim the
Government as a matter of practice is adopting the policy
with which I described exactly, of banning promotional
material, banning the distribution of mon peer reviewed
articles as promotional material for drugs.

NR. REIN: That is what the Governsent’s guldance said
that if you distribute, a manufacturer distributed the
saterial, that would --

THE COURT: Well, that’s what the statute specifically
precludes. Doesn’t it?

MR. REIN: Well, the Government {s now --

THE COURT: Let him finlsh his sentence. I want to find
out instead of paraphrasing.

MR. REIN: All right. I think that when this case
started we, the statute had not been passed and 8¢ the
guidance that was then outstanding from FDA indicated that
the mere distribution of this peer reviewed article would be
& violation. Would constitute the viclation without regard
to all the facts and circumstances, without regard to 331(a)
and (d) that is to say proof that there was a claimed use.
And I certainly believe that in this statute, claims are a
better word than intent, because intent is too anorphous .
And that’s where the case started,

When the FDAMA was passed, the Covernment said well the

FOAMA supersedes the guidance but (¢ did not say it’'s no
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longer unlavful to send this out. Whoopee. The FDAMA has

aliowed you to do everything that your members, the WLF
menbers want and added yet another and safer means of doing
the same thing. I mean Congress clearly created an
additional incentive for coming on labeling FOAMA to safe
harbor. And that incentive has significance under the
constitutional balancing in Central Mudson because it’s
certainly, again, a lesser, a less sweoping measure and a
furthering of the Government’s on-label cbjective by a means
that’s incentivizing rather than prohibitory. That’s true.
T™he Government did not take the position before that the
FDANA swept away the prior guidance and now allows these
materials to be distributed so long as the manufacturer’s
prepared to take the risk under 331(a) and (4).

THE COURT: I thought that’s exactly what their brief
said.

MR. REIN: Well --

THE COURT: In this Court.

MR. REIN: Well, their brief to this Court 4id not say
that, Your Homor. It said this speech was illegal. It was
forbidden under Pittaburch Press --

THE COURT: Where does it say that?

MR. REIN: Their invocation of Pittsburgh Press --

THE OOURT: Your brief says, your brief describes the

statute as banning speech, but I don’t recall the
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GCovernment’s brief, except for that one sentence I asked him

about.

MR. REIN: Well, Your Monor, I think that -«

THE COURT: It describes it throughout as a safe harbor.
It says if you go through these procedures, then this won’t
be used as evidence against you. That’s what their brief
says.

MR. REIN: It is a safe harbor. There’s no gues~- we're
not fighting about whether there is a safe harbor.

THE COURT: Yeah, I Xnow, but I’m just re--

MR. REIN: The question is whether the Government either
through the FDAMA or through its interpretation of pre-
existing authorities says this speech is unlawful. This
speech meets the test of Pitlsburgh Press and Pittsburgh
Exess -~

THE COURT: Where doas it say that?

MR. REIN: Judge Tatel, if I might, juat in Pittsburah
Exess, which the Government has i(ts principal reliance. In
PAttaburgh Press, the Press was accused of aiding and
abetting an unlawful scheme, an unlawful hiring scheme by
putting columns in that were male and female distinguisbed,
segregated.

THE COURT: I know the facts of the case.

NR. REIN: And to invoke Pittsburgh Press one has to

assume here that the transmittal of the information iteelf is
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a viclation, otherwise -~

THE COURT: See, I thought, I could be totally
nisunderstanding -

MR, REIN: «- Pittsburgh Press makes no sense.

THE COURT: I could be totally their misunderstanding
position, but I thought the Government’s poaition was, and I
read the statute as being less intrusive than Pittaburgh
Press because it’s nothing more than a safe harbor.

MR. REIN: The Covernment’s position {s that they have
the right to ban it, and that Congress has given back some of
the flexibility through the statute.

THE COURT: Where does it say that in their brief?
Nell, we can ask the Government about that.

MR. REIN: And that is exactly what they say in their
brief because they say, the Governmsent’s brief says the
statute allows more speech, more speech than the pre-existing
situation. That could only be true if the pre-existing
situation you couldn’t do any of it and the statute allows
you ==

THE COURT: It depends primarily what you think of as
the pre-existing situation. Say, if you, it’s sort of a
substantive ifsaue and highly technical lssue. Substantive
issue is exactly how much, how close the relationship, for
example, would be between the speech and the sell -~

THE COURT: Right.
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THE COURT: «= for the sell to be rendered Lfllegal by

virtue of the speech. Then there’s the formal issue, was
there before FDAMA any independent ban on the speech alone,
and wo seex to be hearing from the Covernsent no. There was
no such independent ban on the speech.

MR. REIN: Judge Williass, as I said, I think that’s not

THE COURT: I say, we seem, I understand --

MR. REIN: That’s not a fair characterization of their
position because under that position there would not be more
speech allowed under FDAMA than there was prior to it.
Because their position was prior to FDAMA --

THE COURT: Well, yeah, there i¢ in a way because
there’s the pre-existing situation plus the safe harbor.
Safe harbor may be an eapty and dangercus harbor, but it is
something. Right?

MR. REIN: There is no question, when ve are not
contending that the Covernaent can’t offer a safe harbor
because it goes beyond what was available previous to this,
Proviously if you circulated the materials even under the
Court’s injunction the Government was not foreclosed from
charging a substantive violatien, 331(a), 331(d). They could
claim that the shipment was in violation of the prohibition
on ahipping for an unauthorized purpose. They could claim
that it wvas aisbranded,




10
11
12
13
14
s
16
1?7
i8
19
20
21
22
23
24

- 59

Now, the fact is, and I think -~

THME COURT: Mr. Rein, I'm going to suggest something
that’s a little unorthodox because I think all of us are a
little confused as precisely what the issue is between you
and the Covernment. I’m going to ask you to sit down and
after the Covernment comes up, and please tell us wvhat thaelr
position is, what their practice is and what their resding of
the statute and prior law is, and then we’ll see if we still
have a conflict,

THE COURT: Can I refine the gquestion slightly?

THE COURT: Yes, Judge Tatel wants to refine it, so
you‘re going to sit down for a moment. We’re going to give
Yyou & chance to come back up.

THE COURT: I juat have a very specific question. Okay?

THE COURT: You can sit down, Mr. Rein.

MR. REIN: Well, if Judge Tatel wants to ask a question.

THE COURT: No, I want to ask the Government counsel.

MR. REIN: Okay. I1’m sorry.

THE COURT: And then, okay. That’s all. Thanks.

MR. REIN: I was confused, I thought Judge Tatel wanted
to ask me the guestion.

THE COURT: No, no. I understand the answer to your

question.
THE COURT: You’ll get a chance to come back, Mr. Rein.

MR. REIN: All right., Thank you, Your Honor.
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1 THE COURT: Does this statute do anything more than

2 create a safe harbor?

3 ORAL ARCUMENT OF William B. Schult:z, Esq.
< ON BEMALYF OF APPELLANTS -- Rebuttal
5 MR, SCHULTZ: FDAMA does not. The 1997 statute does, we

6 || believe creates -~

7 THE COURT: And what is the meaning of the prior Act?
a8 MR, SCHULTZ: The prior Act ==

9 THE COURT: Mait, hold, excuse me.

10 THE COURT: Let Judge Tatel finish.

11 THE COURT: I just want to, so this statute and the

12 ||guidance, the manufacturers can distribute anything they

13 [{want, sponsor any meetings they want at thelr own risk.

14 ||Right? That is the riek being that it might be used as

15 ||levidence in a case against them for distributing the product
16 ||with intent for off-label use. Right? That’s all the

17 ||statute does.
18 MR. SCHULTZ: WMell, it’s all, but when you say at their

19 jown risk, it’s a pretty big risk --

20 THE COURT: Well, I understand that.
21 MR. SCNULTZ: But yes.
22 THE COURT: But the statute gives the Covernment no

2) || pover other than as Mr. Rein said possibly a contractual
24 |larrangesent with the Secretary. If a manufacturer tomorrow
25 |ldistributes a million copies of the New England Journal of
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Medicine article, forget New England Journal, yeah, take New
England Journal of Medicine, distributes a million coples for
an off-label use, that 1s not illegal, independently.
Correct?

MR. SCHULTZ: I think that’s, I believe that’s correct,
yes.

THE COURT: So, I don’t understand why this case is
here. I mean --

MR. SCHULTZ: Well, the case is here --

THE COURT: == your view of the case and their view of
the case is your view of the case and their view of the
statute is identical. You both agree, you both agree that
the distribution could be used as evidence of intent in a
prosecution for off-brand marketing.

HR. SCHULTZ: I mean understand --

THE COURT: And you both also agree that it doesn’t

independently ban the distridbution of the New England Journal

of Medicine article. Right?
MR. SCHULTZ: We have, I mean, yeah, T think that i=

right. We have to be ==~

THE COURT: Okay. So, where's the case?

THE COURT: And just to clarify the gquestion, this means
the total statutory acheme, FDAMA, and the whole statute to
vhich it is an amendment. Right? Or not?

MR. SCHULTZ: Well, can I ask, the reason the case fa
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here, I just want to make sure --

THE COURT: No, wait, hold on. No, wait. Let me make,
let ma say one other thing and then we’ll get it all ocut.
Okay?

MR. SCHULTZ: All right.

THE COURT: The difference, I understood you saying when
you said this statute allows more conduct than under prior
law. Right?

MR. SCHULTZ: Yes.

THE COURT: I thought what you meant was that under
prior law, you could use the New England Journal of Medicine
article as evidence of intent, whereas this law gives the
manufacturer a process for protecting himself from having
that used.

MR. SCHULTZ: That is exactly correct.

“ THE COURT: Okay. S0, I don’t think we have a case.
MR. SCHMULTZ: Well, the reason we have a case =--

THE COURT: Just to make absolutely sure you're saying
“mt Judge Tatel believes you’re saying and I think you may

“bo saying, the only use of the promotional material not

fitting within FDAMA is this evidence that there’s been a
viclation of one of the provisions relating to marketing of
drugs, selling drugs, introducing drugs at a commerce for
off~label uses,

MR, SCNULTZ: That Is correct.




10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

61
THE COURT: Or misbranding.

MR. SCHULTZ: Or misbranding, that’s correct. That's
correct. And, we’re disadvantaged because we don’t have a
drug company before us in this Court who'’s done something.
Instead --

THE COURT: Well, I know. Unfortunately in the First
Amendeent area, ripeness requirements are very loose.

THE COURY: 1Is this what you argued in the Distrioct
Court? I meoan, I can go back and look at the briefs, but did
you, was this case described to the District Court as a safe
harbor and nothing more?

MR. SCMULTZ: Well, I think it was. Understand that
most of the case was litigated before the 1997 law was even
enacted. So, it was litigated under the earlier law, but the
District Court ==

THE COURT: Well, why don’t you tell us what

Hapoclﬂcnly you‘re appealing about? What do you object to

in the injunction?

MR. SCHNULTZ: The injunction says the defendants, that’s
the Government shall not in anyway prohibit, restrict,
sanction or otherwise seek to limit any pharmaceutical or
medical device manufacturer, any person from disseminating
journal articles and 80 On. And ==

THE COURT: But you just told me you wouldn’t do that.
That that’s not what the statute authorizesa you to do other
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MR. SCHULTZ: We won't do it directly.

THE COURT: No, I don’t think so.

MR. SCMULTZ: We won’‘t do it directly, but --

THE COURT: No, no, you said you wouldn’t be prepared to
progsecute and your theory is that injunction precludes you
from prosecuting.

MR. SCHULTZ: Yes, yesa. That’s a big deal.

THE COURT: And that’s vhat I understood too. So, you
were giving away much too much of this case earlier I
thought. Well, forgive me for saying that. But, you've got
an injunction from a District Judge that prevents you from
enforcing the statute.

MR. SCHULTZ: Yes. And that’s why the Government’s 30
excited about the case. That’s rignt.

THE COURT: All right., All right. Let me s¢¢ if we can
g0 back to Mr. Rein and see -- now, I, do we have a clear,
isn’t that injunction too broad then under anybody’s theory?

MR. REIN: Your Honor, let me say it obwicusly raises
the question what is the injunction’s effect on a prosecution
substantively brought under 331(a) or (d). That is %o say
was this injunction intended to foreclose the Governmsent from
pursuing a sanufacturer distributor who is making claims of

an unauthorized use or failing to ==

THE COURT: But, as Judge Williams sald, in most casos,
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you know, often depend on how cleose the promotional material

is to the transaction, the shipments and so forth and all
those facts that have been very complicated which I was
trying to deal with you in hypotheticals, but it’s very hard
to figure out.

MR. REIN: And, certainly, we don’t disagree with the
fact that -~

THE COURT: So©, but that, the injunction seems to barr
the Government from using that promotional material in
anyway .

MR. REIN: No, the injunction, as we read it, as the
Government read it in the District Court, where they said we
do not, you know, this injunction may not do you any good
because ve can still bring cases subatantively against the
panufacturer which was thelir position in the District Court.
It's different from their position today, but it was their
prior position. In our view, having proposed the injunction,
the injunction was intended to prevent a prophylactic
sweeping prohibition on the distribution of the materiale,
It did not say --

THE COURT: But if the statute doesn’t authorize that,
then there’s no need for the injunction. The Covernment has
just told us -~

NR. REIN: The Government’'s ==

THE COURT: The Covernment has just told us that this
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thing is nothing more than a safe harbor. It doesn’t ban

anything and you agreed with us earlier that if that’s all it
is, the statute’s not unconstitutional.

MR. REIN: 1If the FDAMA is read in the way the
Government now read it --

THE COURT: Yes.

MR. REIN: ~-- and it is solely n safe harbor, then it
does not conflict with the permissive parts of the
injunction. So at that point, the Covernment should --

THE COURT: But If it's read the way the Government
reads it, is the statute unconstitutional?

MR. REIN: The, I think all the injuncticon says is if
one chode to read it more broadly and the language of 331(z2)
certainly lends itself to different readings, so --

THE COURT: But if the statute is not unconstitutional,
what’s the basis for a District Court injunction at all?

MR. REIN: Well, there were also some guidances at issue
in this case which had msuch more sweeping language
prohibiting the actual distribution. They targeted the
materials. And -~

THE COURT: Yeah, but aren’t they preempted by the
statute?

MR. REIN: No, they were not. They, if the Government
now believes that the guidances -~

THE COURT: T didn’t hear what your answer was.
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NR. REIN: That’s up to the =~
THE COURT: Actually, I didn’t hear Judge Tatel’s

question.

MR. REIN: I'm sorry, Judge Tatel, {f the Governsent now
bDelieves that the guidances are withdrawn, and indeed the
Covernment first said they were superseded which meant, as
far as we could understand it that 331(2) which has very
broad prohibitory language did what the guidances did. Said
you can’t distribute this material or it will be a violation.
Thus it superseded the guidances. If the Government now says

no, we withdrev the guidances in light of FDAMA, we somehow
5\'1&: a mystical act that they nmever reported any place, have
now withdrawn those guidances. We no longer object to
manufacturers distributing, let’s say putting these, let‘’s
take a clear example, Judge Silberman, couse I think it will
help. Suppose a manufacturer opens a website and says on ay

website I have all articles that refer to this drug. Anybody
can come and look at them. Now the question becomes is the
Government saying, yes, fine, terrific, go do it «-

THE COURT: The Government says that’s okay. That’s
what they just told us.

MR. REIN: Well, the Government certainly did not tell
the District Court that "that was okay." Suppose the

manufacturer mailc thom out, says --
THE COURT: I've never seen anybody try so hard not to
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vin a case.

KR. REIN: WNell ==

THE COURT: I mean, it sounds to me like the Government
agrees with your interpretation totally.

NR. REIN: Well, Your Monor, I think all we’re saying,
and I’‘m perfectly prepared to win on the ground that the
injunction here preserves forms of conduct which now if the
Covernment is prepared to say we don’t contest them, then
they should never have appealed this case. They should have
said the injunction doesn’t trouble us.

THE COURT: Yeah, but the District Court declared the
law unconstitutional.

MiR. REIN: They only declared it unconstitutional
insofar as the District Court believed the Governmment’s then
interpretation which was it replaced the guidances. It
reinforced the guidances which said don’t do it at all, were
in place. Now, if they’re not in place, and the Government
now chooses to withdraw the guidances because the law doesn't
affect the quidances in the Government’s view, it ==

THE COURT: Well, one thing’s for sure. The third
guidance is still in effect. Right?

MR. REIN: Abeclutely. That’s the CME guidance.

THE COURT: And that deals with the seainars.

MR. REIN: That’s correct.

THE COURT: Which we haven’t discussed at all.
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THE COURT: Well, we did. You heard, Mr. Schultz said
that a msanufacturer could conduct a conference on his own
that violated all 12 factors.

MR. REIN: And, you know, it --

THE COURT: And the Department would have no basis for
astopping it.

MR, REIN: Well, if they're now going to withdraw the
guidance, I mesn, Your Honor, I‘m somewhat difficult because
ve‘re not the Covernment, and ==

THE COURT: Well, but I thought they wera just saying
the 12 factors were a safe harbor. In other words if you
came to them and sald I want to do this conference and
everybody agrees that If you apply the 12 factors then it’s
clear that the conference is independently, scientifically
valid and not a marketing device, that that’s the end of it.
That they can go ahead and do it and that the Governsent can
never use it as evidence in an unlawful labeling case.

MR, REIN: Well, if that is the Covernsent’s position,
they can never use it in evidence in an off-label case, I
don‘t think, then from the point of view of our mesmbers the
seninars will flow and the materials will flow., I don‘t
believe that’s the Government’s position ==

THE COURT: I can’t imagine why the Covermment appealed.
They certainly made it look like it was much more a seminole

& cace than where we’re down to now, Nr. Rein, I appreciate
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very auch your forbearing with us while we shifted around our

Wprocodurc. I will only say that if there is no lssue between
you, an injunc-~ I don‘t see how an injunction can stand.

There has to -- you can’t, you don’t allow prophylactic

injunctions in case the Government interprets the statute in
a bad fashion.

MR. REIN: Well, Your Honor, I think that the guestion
here there are a couple of things. It's not moot because the
Covernment has previously threw its guidance interpreted the
pre~existing statutes to allow that prohibition. The
Government has --

THE COURT: Well, not if their view is that whatever the
Wm’.--o:dlt:im: guidance, whatever content it had is obwiated by

the ‘97 statute.

NR. REIN: Your Honor, again, we haven’t seaen that.
It’s not in the Yederal Register. They didn’t withdraw it.
If they‘re now going to take the position that they’ll put a
notice in the Federal Register that says the pre-existing
guidances are withdrawn, all prohibitions are removed ==

THE COURT: Well, wait, walt, wait, wait. I understand
your point. They may not need to do all that. Their
representations in this Court are of some i{mportance. Thank
you, counsel. Now, 1’d like to have Mr. Schultz.

Nr. Schultz, we are three mystified judges, I think --

MR. SCHULTZ: It sounds like we should have been able to
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settle the case, The, first of all in terss of the status of

the three guidances ==

THE COURT: Yes.

MR. SCHULTZ: Thore ware three. Two of them, the ones
dealing with journal articles and textbooks were superseded
by the regulations implementing the 1997 statute. The third
one which is one that tells ==

THE COURT: Put aside the third one for a moment.

MR. SCHULTZ: Okay.

THE COURT: The two that are superseded by regulations
implementing the ’97 atatutes according to what we understood
retreat from your interpretations prior te the passage of the
97 statute,

MR, SCHULTZ: Well, I meoan what I gaid is the 97
statute is a safe harbor. If there’s nothing --

THE COURT: A safe harbor against what? That’s the
probles. We're trying to figure out what are the torpedoes
hore.

MR. SCHULTZ: There’s nothing in the law that directly
prohibits the dissemination of journal articles. But, the
FOA will use that as I have said again and agaln, and that’s
what this case really is about. The FDA will use the
articles or the advertising as evidence that the company is

selling =~ yes.
THE COURT: Don’t use the word but. I mean, it doesn’t
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ban anything. Right?

THE COURT: Well, I see your point.

MR. SCHULTZ: Well, the FDA issues guidance, will lssue,
vhat the PDA did before i{s it issued guidance to the
companies. It said -~

THE COURT: 1Is that right? It doesn’t ban anything.
Does it? The statute?

MR. SCHULTZ: No, no.

THE COURT: Doesn’t ban anything.

THE COURT: So, the guidance suggests your enforcement
poature,

MR. SCHULTZ: Yes. It says that the companies --

THE COURT: And, but then if you suggest a, all right
now, walt a minute., Now, if you suggest an enforcement
posture, if you do A, and B, and C, we’re going to enforce
against you. And, you’re in an area of speech, then it seems
touuppoumcnoorncttouyncmqototmnleom
and get an injunction against that because that’s a broad
practice. That’s not a just a case-by-case, we’re going to
see it in evidence when we see it. That’s a broad
generality, and that {s designed, they are, you 4id shield
speech. Therefore we’re entitled to an injunction.

Kow, you maybe have a right to ki1l that speech or not,
but mt«uumummamotmmrmm“
something before us.
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MR. SCHULTZ: Right. Now, the point --

THE COURT: And the answer is we do have your guidance
before you.

MR. SCHULTZ: Well, the only guidance I believe you have
berfore you is the CME guidance.

THE COURT: What?

MR. SCHULTZ: The guidance on educational seminars.

THE COURT: Okay. So, you've withdrawvn the guidance on
the flrst two?

MR. SCHULYZ: They’ve been superseded by the statute,
yos.

THE COURT: Yeah, but you said suporseded by the
requlations implementing the statute. You’'re saying the
regulations implementing the statute no longer in anyway go
back to the old guidance. Let’s go on. S0, you're not
taking any general position of guidance. Look, if you engage
in this conduct, we’re going to come after you.

MR, SCHULTZ: Yes, now, the Agency will atill use the
statute, but there’s no guidance,

THE COURT: Go on te the guidance. Go on to the
guidance now. The one that’s left,

THE COURT: Yes, the seminar.

THE COURT: Am I right. That if somecone wants to run a
conference, it violates all 12 factors they can just go ahead
and do it.
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MR. SCHULTZ: They can run the conference.

THE COURT: You can’t stop them.

MR. SCHULYZ: Can’‘t stop the conference.

THE COURT: But you might file an off-labeling
prosecution and use it as evidence.

MRit. SCHULTZ: Yes.

THE COURT: Thank you.

THE COURT: Now ==

MR. SCMULTZ: 1 think the District Court opinion, I
mean, it’s important to look at the order because --

THE COURT: The injunction goes too broad, and in lignt
of vhat you have just stated, I understand where --

MR. SCHULTZ: Yes, I think the injunction declares the
statute unconstitutional and it kKeeps us froms bringing the
prosecution which is at the heart of enforcing the statute.

THE COURT: All right. Thank you. Mr. Rein, will give
you another chance again because we’re narrowing down., We're
getting closer and closer to the level of this dispute.

MR. REIN: Well, Your Homor, I come to you a little bit
08 a marshzsallow, but I, let me say this. First, with
respect to what the injunction says --

THE COURT: You‘re referring to the Court or the
Government that’s the marshmallow?

MR. REIN: No, I would certainly, I think the reference

was clear, Your Wonor.
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THE COURT: The reference --

MR. REIN: Let me just say that the injunction says that
vith respect to the FDAMA and the rules they are contrary to
rights secured by the United States Constitution. It doesn’t
say they’'re unconstitutiomal. It’s contrary to rights and
therefore must be set aside pursuant to 706(2)(b) except
insofar ax they are consistent with the injunction provisions
below. 5o, Iif they’re totally consistent with the injunction
provisions, yes, I, you know, if the Covernment now would
like to construe the rights available as consistent with the
injunction that is to say nothing in the injunction is
prohibited, then there’s no conflict between the two.

THE COURT: Well, the real question here, and by no
means as I critical of you in bringing the suit because I
understand full well why you did it. And, it scems to e
that your perception initially as to the Governsent’s
poaition was correct. Dut, as it now comes down to it, the
Covernment is saying look, we are just preserving the right
to prosecute in the event the distribution of promotional
material can be used as evidence of a proscribed intent.

MR. REIN: I think --

THE COURT: You don‘t deny their ability to do that.

MR. REIN: On a case-by-case basis they are entitled to

prosecute. Your Monor, I think that the difference in what
we said in our brief is and it’s almost like banning books.
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Thie is a heavy regulated industry. The Covernment can have

|an interorus effect. It puts out these guldances. It says
if you cross this line =~

THE COURT: That’s right. That’s why I said I agreed

with your position initially. I mean I think it made a lot
of sense to bring this action initially based on that
guidance. But now, now that those firet two guidances are
withdravn and the third guidance is interpreted in the way
Judge Tatel did, then the injunction is inappropriate. Isn’t
ic?

MR, REIN: T think though I'm still hearing the
Government say as to the third guidance that while you can go
ahead and hold the seminar, there’s no prior restraint as
such. That they will at least take the position that if you
do it, they will systematically move against you.

THE COURT: No, that’s not what he said.

MR. REIN: Now =~

THE COURT: He sald, he said only if they file an off-
label, is that what you call it, an off=label prosecution.
Whatever you call it. Misbranded.

“l MR. REIN: Misbranding or improper shipment.

THE COURT: Yeah. Okay. Only if they file such case.

And seek to ==~ let me finish. And seek to prosecute a drug
company for that would they use the conducting of that

conference as evidence of the manufacturers intent,
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MR. REIN: Judge Tatel --

THE COURT: That doesn’t bother you, does it?

MR. REIN: I think the fact that they can file such a
case is not barred by the Injunction. That’s not the issue.
The question is whether the Government is saying to the
world, and it’s very important what they are communicating
because the manufacturers are a heavily regulated sector.
Are members are physicians. They’re msaking lawful

prescribing decisions. They want this inforsation. To the

extent that the manufacturers are intororum, they are not
going to provide the information our members require. That’s
the interest we’re here to represent.

THE COURT: I understand.

MR. REIN: So, what we're saying is the Government is
now under at least some question from the Court, now lurking
in the wooda saying well, we’re not going to say that we can
prohibit it directly. But, {f you violate the factors we're
going to have the ability to prosecute. What they’re not
| saying is that they are going to do this on a case-by-case
basis taking into account the full context that is, say, we
distinguish between information that facilitates »
physician’s decision and an advocacy, a claim made by a
manufacturer.

For exasple, a manufacturer said send out materials
faying here’s something from New England Journsl of Medicine
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but out laboratories are not in a position to either confirm

or dispute what’s in it. 1It's provided for the interest of
the medical community generally. Or put up a website. Those
are situations where we would say no prosecution could lie,
and the history, Your Homor, the history I think it’as
important. Before this case was brought, the Governsent was
operating interorum. It didn’t go after substantive
viclations. It hasn’t gone after one of them. There’s no
record that they’ve been pursuing remedies for sisbranding.
There’s no record that they pursued remedies for false
shipment. That’s not how they intended to get their way.
What they did was put out interorum guidance and =--

THE COURT: Terror isx cheaper.

MR. REIN: Cheaper and it got to what, the Government

|l

says in it’s brief there are two things I just want to point
out that were said in the brief, in the reply brief, the last
brief the Governmment filed that are significant.

One, to go back to the very first guestion you asked,
Judge Williams, they said, that where a sanufacturer sends
out the material, in a situation where there’s widespread use
of material for off-label purposes, that can demonstraste the
requisite intent. 8o, they do have, even without anything

J

going out. They have the authority --

THE COURT: But you can argue that == you don’t have any

objection to arguing that in an individual specific case.
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Right?
MR. REIN: We're not asking this Court to enjoin the
Governmsent for enforcing 331(a) --
THE COURT: In other words, it would be perfectly

appropriate for the Governaent to make that argusent in a
specific misbranding case, and you’ll argue that’s
ridiculous. You can’t rely on that. Right?

MR. REIN: 1I’m not trying to prejudge. I‘m not asking
the Court to prejudge a aisbranding case.

THE COURT: No, but that ==

MR. REIN: What I am saying is that where they use that
interorunm principle and where they have said in their brief
that as far as they’re concerned, only the FDA has the
scilentific ability to determine whether use is safe amd
" effective, and physicians generally do not. That’s what they

say.

THE COURT: That’s not what they’re saying.

MR, REIN: That’s what they’re communi--

THE COURT: They're not saying that off-label use is
illegal.

MR. REIN: It’s in their brief. 1It’s in their brief,
Your Honor. And the point (s they’ve made it very oclear in
their own brief and reply brief, they don’t like off-label
use. They intend to try to crack down on it. They know that

they can’t prohibit it with the physicians because the
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Congress told them they couldn’t. They’re trying to suppress
the information and these guidances and their statements are
interorus. Thay’re intended to put the regulated sector ==

THE COURT: So, you should be very grateful that the
guidances have been withdrawn.

MR. REIN: I am thrilled about it, Your Homor., That’s
whare we started. Thank you very much.

THE COURT: cCase is submitted.
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