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QUESTION PRESENTED

The Hatch-Waxman Act includes a narrow coun-
terclaim under which, if a listed "patent does not
claim ... an approved method of using the drug," a
district court may order the patentee "to correct or
delete the patent information submitted ... under
subsection (b) or (c) of this section." 21 U.S.C.
§ 355(j)(5)(C)(ii). Petitioners concede that the patent
here does claim an approved method of use, and they
seek judicially ordered revision of information that
was not submitted under the specified subsections of
the statute and that is, in any event, correct. Thus,
the "question presented" in the petition does not ex-
ist. Rather, the question presented is:

Whether the court of appeals correctly concluded,
in a case of first impression, that neither the cause of
action nor the remedy provided for by the Hatch-
Waxman Act’s counterclaim provision is available to
petitioners on the particular facts of this case.
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RULE 29.6 STATEMENT

Pursuant to this Court’s Rule 29.6, undersigned
counsel state that:

Novo Nordisk Inc. is a wholly owned subsidiary
of Novo Nordisk US Holdings, Inc. No publicly held
company owns 10% or more of Novo Nordisk Inc.’s
stock. Novo Nordisk US Holdings, Inc. is a wholly
owned subsidiary of Novo Nordisk A/S, a public lim-
ited liability company. Novo Nordisk A/S is the only
publicly held company that owns 10% or more of
Novo Nordisk US Holdings, Inc.’s stock.

Novo A/S, a private limited liability company, is
Novo Nordisk A/S’s controlling shareholder. No pub-
licly held company owns 10% or more of Novo Nord-
isk A/S’s stock. Novo A/S is a wholly owned subsidi-
ary of the Novo Nordisk Foundation, a Danish self-
governing institution. No publicly held company
owns 10% or more of Novo A/S’s stock.

Novo Nordisk Foundation has no parent com-
pany, and no publicly held company owns 10% or
more of its stock.
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BRIEF IN OPPOSITION

Respondents Novo Nordisk A/S and Novo Nord-
isk Inc. respectfully submit that the petition for a
writ of certiorari should be denied.

OPINIONS BELOW

The opinion of the court of appeals (Pet. App. la-
52a) is reported at 601 F.3d 1359. The order denying
rehearing (Pet. App. 53a-64a) is reported at 615 F.3d
1374. The district court’s decisions on the counter-
claim issue (Pet. App. 67a-72a & 73a-103a) are re-
ported at 656 F. Supp. 2d 729 and 649 F. Supp. 2d
661. Its injunction (Pet. App. 65a-66a) is available at
2009 U.S. Dist. LEXIS 88551. Subsequent decisions
of the district court on subject-matter jurisdiction
(App., infra, la-10a) and validity and enforceability
(App., infra, 11a-106a) are available at 2010 U.S.
Dist. LEXIS 106729 and 2011 U.S. Dist. LEXIS
4889, respectively.

JURISDICTION

The court of appeals entered an interlocutory
judgment on April 14, 2010, and denied rehearing on
July 29, 2010. On October 18, 2010, the Chief Jus-
tice extended the time to file a petition for a writ of
certiorari to and including December 23, 2010. No.
10A380. Petitioners invoke the jurisdiction of this
Court under 28 U.S.C. § 1254(1).

The federal courts lack subject-matter jurisdic-
tion over this dispute as a result of petitioners’ elec-
tion in April 2008 to withdraw their certification un-
der 21 U.S.C. § 355(j)(2)(A)(vii)(IV) ("Paragraph IV"),
on which jurisdiction previously rested (see Eli Lilly
& Co. v. Medtronic, Inc., 496 U.S. 661, 678 (1990)),
and to replace it with a statement under 21 U.S.C.
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§ 355(j)(2)(A)(viii) ("section viii"), which does not
support federal jurisdiction. Compare Novo Nordisk
Inc. v. Mylan Pharms. Inc., 2010 U.S. Dist. LEXIS
32569 (D.N.J. Mar. 31, 2010) (so holding), with App.,
infra, la-10a (contra). As explained below, this ju-
risdictional issue has not yet been reviewed by the
Federal Circuit.

STATUTORY PROVISIONS INVOLVED

The Drug Price Competition and Patent Term
Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat.
1585, commonly known as the Hatch-Waxman Act,
amended various provisions of the Federal Food,
Drug, and Cosmetic Act, including 21 U.S.C. § 355
(Pet. App. 104a-195a), and the Patent Act, including
35 U.S.C. § 271(e)(2) (App., infra, 108a-109a). The
counterclaim provision at issue here (Pet. App. 145a-
146a) states in full:

(ii) Counterclaim to infringement ac-
tion

(I) In general

If an owner of the patent or the holder of
the approved application under subsection
(b) of this section for the drug that is
claimed by the patent or a use of which is
claimed by the patent brings a patent in-
fringement action against the [generic] ap-
plicant, the applicant may assert a counter-
claim seeking an order requiring the holder
to correct or delete the patent information
submitted by the holder under subsection
(b) or (c) of this section on the ground that
the patent does not claim either--

(aa) the drug for which the application
was approved; or



(bb) an approved method of using the
drug.

(II) No independent cause of action

Subclause (I) does not authorize the asser-
tion of a claim described in subclause (I) in
any civil action or proceeding other than a
counterclaim described in subclause (I).

21 U.S.C. § 355(j)(5)(C)(ii) (added by the Medicare
Prescription Drug, Improvement, and Modernization
Act of 2003, Pub. L. No. 108-173, 117 Stat. 2066).

STATEMENT

The district court entered a "mandatory injunc-
tion" under the Hatch-Waxman Act’s counterclaim
provision, ordering respondents to alter the entirely
correct "use code narrative" previously submitted to,
and accepted by, the Food and Drug Administration
in connection with a patented method of diabetes
drug therapy. Pet. App. 65a-66a. The Federal Cir-
cuit-in the first appellate decision construing the
Hatch-Waxman counterclaim since it was enacted by
Congress in 2003--ruled that "[b]ecause [petitioners
do] not have a statutory basis to assert a counter-
claim requesting such injunctive relief, this court re-
verses and vacates the injunction." Pet. App. 2a-3a.

1. The Hatch-Waxman Act governs many as-
pects of the intense competition among makers of
branded and generic drugs, including patented drug
products and methods. See generally Janssen Phar-
maceutica, N.V. v. Apotex, Inc., 540 F.3d 1353, 1355-
57 (Fed. Cir. 2008). In particular, Section 505 of the
Federal Food, Drug, and Cosmetic Act, as amended
by the Hatch-Waxman Act, regulates the process by
which drug makers can secure FDA approval of new
drugs, as well as the avenues of judicial relief avail-
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able to patent holders and their generic competitors.
See 21 U.S.C. § 355.

Section 505(a) prohibits the sale of a new drug
"unless an approval of an application filed pursuant
to subsection (b) or (j) of this section is effective with
respect to such drug." 21 U.S.C. § 355(a). Subsec-
tion (b) requires a pioneer company seeking to manu-
facture a new drug to file a new drug application
(NDA), together with a variety of information on the
safety and effectiveness of the drug. See id.
§ 355(b)(1)(A)-(G). Subsection (c) addresses amend-
ments to and approval of NDAs, and authorizes cer-
tain lawsuits by the NDA holder to enforce its rights.
Id. § 355(c)(1)-(3).

Section 505(b) requires the NDA applicant to
"file ... the patent number and the expiration date of
any patent which claims the drug for which the ap-
plicant submitted the application or which claims a
method of using such drug," and requires FDA to
"publish information submitted under [that require-
ment]." 21 U.S.C. § 355(b)(1)(G). FDA publishes a
list of patents claiming approved drug products or
methods, along with the statutory "patent informa-
tion" and other information required by regulation,
in the "Orange Book." See Janssen, 540 F.3d at
1355.

Section 505(j) allows a generic competitor to file
an abbreviated new drug application (ANDA) with
FDA, relying on the research into safety and effec-
tiveness previously conducted by a pioneer drug
maker. It requires generic companies making ANDA
filings to include a certification that (I) no patent
covering the listed drug has been listed in the Or-
ange Book; (II) the patent has expired; (III) the pat-
ent will expire on a particular date and approval of
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the ANDA should be deferred until expiration; or
(IV) the patent is invalid or will not be infringed by
the manufacture, use, or sale of the generic drug. 21
U.S.C. § 355(j)(2)(A)(vii). If the applicant does not
seek approval for a use that is patented, it may in-
stead file a "section viii statement," and seek to
"carve out" of its proposed label any patented uses.
Id. § 355(j)(2)(A)(viii); see Purepac Pharm. Co. v. Tor-
Pharm, Inc., 354 F.3d 877, 880 (D.C. Cir. 2004)
("whereas applicants use paragraph IV certifications
to challenge the validity of admittedly applicable
patents, they use section viii statements to assert
that patents do not apply").

The Hatch-Waxman Act provides that the filing
of a Paragraph IV certification by an ANDA appli-
cant is an act of patent infringement. 35 U.S.C.
§ 271(e)(2)(A); Eli Lilly & Co. v. Medtronic, Inc., 496
U.S 661, 678 (1990). If the pioneer company brings
suit within 45 days of receiving notice of the Para-
graph IV certification, the FDA may not approve the
ANDA for 30 months. 21 U.S.C. § 355(j)(5)(B)(iii).
As an incentive for generic companies to bear the
cost of such an infringement suit, the Hatch-
Waxman Act grants the first company to submit a
Paragraph IV certification for a particular drug a
180-day period of generic marketing exclusivity, dur-
ing which time FDA will not approve a later-filed
Paragraph IV ANDA based on the same NDA. Id.
§ 355(j)(5)(B)(iv).

In 2001, the Federal Circuit held that a generic
competitor could not resist a Paragraph IV
infringement suit on the ground that the asserted
patent was improperly listed in the Orange Book.
Mylan Pharms., Inc. v. Thompson, 268 F.3d 1323
(Fed. Cir. 2001). There, the ANDA applicant for
generic BuSpar (buspirone hydrochloride) argued
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that the patent listed in the Orange Book "did not
claim BuSpar or an approved method of using
BuSpar." Id. at 1331. The Federal Circuit held that
the statute did not authorize judicial delisting of an
improperly listed patent. Id. at 1332.

In 2003, the Hatch-Waxman Act was amended to
respond to the Mylan decision by authorizing a lim-
ited counterclaim for ANDA tilers in Paragraph IV
lawsuits. The counterclaim (echoing the language of
Mylan) requires the generic applicant to prove that
the patent "does not claim ... the drug ... or ... an ap-
proved method of using the drug." 21 U.S.C.
§ 355(j)(5)(C)(ii)(I). If the generic applicant can carry
this burden, it may "seek[] an order requiring the
[patentee] to correct or delete the patent information
submitted ... under subsection (b) or (c) of this sec-
tion." Ibid.

Section 505(b) requires NDA tilers to provide
FDA with specified "patent information": "The appli-
cant shall file with the application the patent number
and the expiration date of any patent which claims
the drug ... or which claims a rrJethod of using such
drug." 21 U.S.C. § 355(b)(1)(G) (emphases added).
Section 505(c) states that "[i]f the patent information
described in subsection (b) of this section could not be
filed with the submission of an application," the
holder of an approved application "shall tile with the
Secretary the patent number and the expiration date
of any patent which claims the drug ... or which
claims a method of using such drug." Id. § 355(c)(2)
(emphases added).

Separate and apart from the "patent informa-
tion" specifically required of NDA tilers by subsec-
tions (b) and (c) (i.e., the patent number and expira-
tion date), FDA has promulgated regulations that
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require NDA applicants to provide additional infor-
mation not mandated by statute. See 68 Fed. Reg.
36,676, 36,703-05 (June 18, 2003) (codified at 21
C.F.R. pt. 314) (Pet. App. 196a-210a); 72 Fed. Reg.
21,266, 21,268-69 (Apr. 30, 2007). This information
is provided to FDA on Form 3542 (Pet. App. 211a-
214a), and includes "the description of the approved
indication or method of use" for a drug. Pet. App.
213a; see also 21 C.F.R. § 314.53(c)(2)(ii)(P). This de-
scription (provided in Box 4.2b of the form) is popu-
larly known as the "use code narrative." FDA in-
cludes use code narratives with the statutory "patent
information" in the Orange Book.

2. Respondents sell the drug repaglinide under
the brand name PRANDIN®. Repaglinide is ap-
proved for treating diabetes when used alone (mono-
therapy) or in combination with other specified
drugs. C.A. App. A464; A821-A839. In 2004, re-
spondents were issued U.S. Patent No. 6,677,358,
Claim 4 of which claims a method for using repag-
linide in combination with metformin to treat type 2
diabetes. C.A. App. A69-A79. Following the issu-
ance of the ’358 patent, respondents submitted a pro-
posed use code narrative to FDA (C.A. App. A801-
A803), which published the following use code in the
Orange Book: "U-546--Use of repaglinide in combi-
nation with metformin to lower blood glucose." C.A.
App. A888; A1234-A1235.

In 2005, petitioners filed an ANDA for generic
repaglinide that included a Paragraph IV certifica-
tion that the ’358 patent was invalid or would not be
infringed by the sale of generic repaglinide. C.A.
App. A239-A242. Respondents sued for infringement
under the provisions of the Hatch-Waxman Act. Pe-
titioners eventually stipulated that its ANDA for re-
paglinide would infringe the ’358 patent if it "in-
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clude[d] a label that discusses the combination of
metformin and repaglinide." C.A. App. A236; see
also Pet. 19 n.10.

In April 2008, petitioners amended their ANDA
and, with respect to Claim 4, replaced their Para-
graph IV certification with a section viii statement
that would "carve out" repaglinide-metformin combi-
nation therapy from its otherwise infringing label.
C.A. App. A257-A260. In December 2008, the FDA
indicated that this carve-out would be permitted.
C.A. App. A625-A643. Shortly thereafter, respon-
dents moved for reconsideration on the ground that
allowing this carve-out would render generic repag-
linide less safe and effective. C.A. App. A644-A657;
see also C.A. App. A658-A663.

During the same time period, respondents re-
vised the PRANDIN® label pursuant to an FDA di-
rective "requesting changes to the professional label-
ing of all oral anti-diabetic drugs." C.A. App. A667.
This FDA directive required respondents to
"[r]eplace all the separate indications (e.g., mono-
therapy, combination therapy, and initial or second-
line therapy) with the following sentence: ’Prandin
is indicated as an adjunct to diet and exercise to im-
prove glycemic control in adults with type 2 diabetes
mellitus.’" C.A. App. A667-A668.

In May 2009, respondents submitted an amended
FDA Form 3542, which included an updated use code
narrative to reflect precisely the new FDA-mandated
indication for PRANDIN®. C.A. App. A670-A674.
Respondents explained to FDA that "[t]he informa-
tion being submitted is to amend the use code relat-
ing to [the ’358 patent] to correspond with the change
in labeling required by FDA in [its directive]." C.A.
App. A670. FDA published the following use code in
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the Orange Book: "U-968--A method for improving
glycemic control in adults with type 2 diabetes melli-
tus." C.A. App. A912; A840.

FDA then determined that respondents’ request
for reconsideration was "moot" in light of the new use
code, as the "factual predicate" on which FDA’s per-
missive carve-out decision had rested no longer ap-
plied. C.A. App. A664-A666. Despite repeated en-
treaties from petitioners, FDA declined to allow their
section viii carve-out. C.A. App. A810-A814; A815-
A820. Petitioners are thus required to include repag-
linide-metformin combination therapy in their label-
ing, which is stipulated to infringe Claim 4 of the
’358 patent, the only claim at issue in this case. C.A.
App. A236-A238.

3. After FDA declined to allow petitioners to
proceed under section viii, they sought in the district
court "an order requiring [respondents] to correct the
use code information submitted by [respondents]."
C.A. App. A1259. As a statutory basis, they cited the
counterclaim added by the 2003 amendments to the
Hatch-Waxman Act. Ibid. Respondents resisted on
the ground that both the cause of action asserted and
the relief sought were not authorized by that coun-
terclaim provision.

The district court denied respondents’ motion to
dismiss the "use code" counterclaim (Pet. App. 73a-
103a) and later granted summary judgment to peti-
tioners on this counterclaim (Pet. App. 67a-72a).
The district court directed respondents by "manda-
tory injunction" to "submit[] to FDA an amended
Form FDA 3542 that reinstates its former U-546 list-
ing for Prandin and describes claim 4 of the ’358 pat-
ent in section 4.2b as covering ’the use of repaglinide
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in combination with metformin to lower blood glu-
cose.’" Pet. App. 65a-66a.

4. On respondents’ interlocutory appeal, the
Federal Circuit vacated the injunction in the 2-1 de-
cision that is the subject of this petition. Pet. App.
1a-52a.

The majority, "detect[ing] no ambiguity in the
statutory language," held that "the Hatch-Waxman
Act authorizes a counterclaim only if the listed pat-
ent does not claim any approved methods of using
the listed drug." Pet. App. 12a. This result, the ma-
jority explained, was compelled by the text, struc-
ture, and history of the counterclaim provision, in-
cluding the Federal Circuit’s Mylan decision. Pet.
App. lla-14a. Because petitioners conceded that the
listed patent "does claim an approved method of use"
(C.A. Stay Opp. 13), the counterclaim was not avail-
able to petitioners.

The majority also held that "the terms of the
counterclaim provision do not authorize an order
compelling the patent holder to change its use code
narrative." Pet. App. 14a-15a. That is because the
counterclaim provision only authorizes an order
compelling the patentee "to correct or delete the pat-
ent information submitted ... under subsection (b) or
(c)" (21 U.S.C. § 355(j)(5)(C)(ii)(I) (emphasis added)),
and "the Act defined the term ’patent information’ as
’the patent number and the expiration date.’" Pet.
App. 15a (citing Valley Drug Co. v. Geneva Pharms.
Inc., 344 F.3d 1294, 1296-97 (11th Cir. 2003)). Thus
the counterclaim, even if available, did not authorize
the injunction that the district court issued.

Concurring, Judge Clevenger "agree[d] with
Judge Rader’s analysis of the relevant statutory pro-
visions in this case and therefore join[ed] the opinion
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he writes for the court." Pet. App. 19a. Judge
Clevenger wrote separately to emphasize that "Novo
did nothing that was illegal or forbidden" and that
"there is nothing illegal, or even incorrect, about
Novo’s current use code." Pet. App. 19a, 21a.

Judge Dyk dissented, urging adoption of peti-
tioners’ expansive reading of the counterclaim provi-
sion and arguing that "[a]n error in an Orange Book
use code" should be "subject to correction" under the
counterclaim provision. Pet. App. 43a; see also Pet.
App. 57a-64a (Gajarsa, J., dissenting from denial of
rehearing).

5. Following the Federal Circuit’s interlocutory
decision, proceedings on the remaining issues re-
sumed in the district court.

Respondents renewed their motion to dismiss the
lawsuit for lack of subject-matter jurisdiction, argu-
ing that petitioners’ decision to convert from a Para-
graph IV certification to a section viii statement de-
feated the jurisdictional basis for suit. The district
court, however, denied that motion. App., infra, la-
10a.

On January 19, 2011, after a bench trial, the dis-
trict court issued a decision concluding that Claim 4
is both invalid for obviousness and unenforceable for
inequitable conduct. App., infra, 11a-106a. Respon-
dents have filed a notice of appeal from the judgment
entered contemporaneously with that decision.

REASONS FOR DENYING THE PETITION

The decision below is correct and does not con-
flict with any decision of this Court or any court of
appeals. Moreover, the interlocutory nature of the
decision and an antecedent jurisdictional problem
make this case an inappropriate one in which to re-
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solve the scope of the Hatch-Waxman Act’s counter-
claim provision.

I. THIS IS AN INAPPROPRIATE VEHICLE IN
WHICH TO REVIEW THE SCOPE OF THE
HATCH-WAXMAN COUNTERCLAIM

This is the first case in which any court has sub-
stantively construed or applied the Hatch-Waxman
Act’s counterclaim in a published or electronically
available decision. Although petitioners assert that
the issue is "recurring" (Pet. 17), they cannot identify
any other case in which it has arisen in the past, and
there is nothing to suggest that it will arise again
any time soon. That is reason enough to deny the
petition. Boag v. MacDougall, 454 U.S. 364, 368
(1982) (Rehnquist, J., dissenting) ("’To remain effec-
tive, the Supreme Court must continue to decide only
those cases which present questions whose resolution
will have immediate importance far beyond the par-
ticular facts and parties involved’") (quoting Chief
Justice Vinson, Address before the American Bar As-
sociation (Sept. 7, 1949)).

Although petitioners and their amici suggest
that the decision below has implications for the en-
tire generic pharmaceutical industry, it is actually
limited to the narrow, and perhaps unique, circum-
stances of this case, where a method (not product)
claim recites some (but not all) FDA-approved uses of
a drug, FDA has mandated a broad approved indica-
tion for the drug that includes both patented and
non-patented uses, and the brand manufacturer has
submitted a use code for its patented method that
precisely tracks the FDA-mandated indication.

The leading generic companies and their trade
association have all filed briefs in this Court, but
they have not identified a single other patent listed
in the Orange Book with these characteristics. On
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the contrary, they ask the Court to "assume" that
hypothetical (and unlikely) scenarios might be af-
fected by the decision below. See Apotex Br. 4 ("as-
sume" a scenario involving "drug X"); Mylan Br. 9
("assume" a scenario involving "disease 1" and "dis-
ease 2").

Petitioners’ bid to make the issue sound more
important than it is rests on their hyperbolic asser-
tion that the Federal Circuit’s construction of the
counterclaim, which is available only in Paragraph
IV infringement proceedings, somehow "eviscerates"
the section viii procedure, which is an alternative to
Paragraph IV. Pet. 19. This is every bit the non se-
quitur it appears to be. Section viii and Paragraph
IV are mutually exclusive--the ANDA applicant
must choose one or the other. Purepac Pharm. Co. v.
TorPharm, Inc., 354 F.3d 877, 882 (D.C. Cir. 2004).
If the generic proceeds via section viii, the counter-
claim is never available under any circumstances:
By its terms, the counterclaim applies only in in-
fringement suits brought in response to a Paragraph
IV certification. 21 U.S.C. § 355(j)(5)(C)(ii). The
counterclaim was enacted in response to Mylan, a
Paragraph IV case, and section viii was not even on
the congressional radar screen. Indeed, the counter-
claim has nothing to do with section viii carve-outs,
rendering many of the arguments advanced by peti-
tioners and their amici entirely irrelevant.

The counterclaim issue arose in this case only
because petitioners first submitted a Paragraph IV
certification, provoking an infringement suit by re-
spondents; then, after stipulating to infringement,
converted to a section viii statement that sought to
carve out the patented methods of use; and then pro-
ceeded to assert the counterclaim in the (Paragraph
IV) infringement litigation. To the extent the deci-
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sion below precludes such an applicant from invok-
ing the counterclaim, it simply ensures a level play-
ing field with generics who attempt to avoid litiga-
tion by proceeding under section viii.

Moreover, the unusual arc of this litigation gives
rise to two case-specific issues that are independent
impediments to immediate review of the counter-
claim issue: Caraco’s conversion from Paragraph IV
to section viii deprived the federal courts ofjurisdic-
tion, and the district court’s ensuing judgment (if not
ultra vires) could effectively moot the issue relating
to the counterclaim.

A. The Federal Courts Lack
Jurisdiction Over The Dispute

This Court must satisfy itself of its jurisdiction at
the threshold before proceeding to the merits. Steel
Co. v. Citizens for a Better Env’t, 523 U.S. 83, 88-89
(1998); Permoli v. New Orleans, 44 U.S. (3 How.) 589,
609 (1845). Accordingly, certiorari will be denied in
the absence of federal jurisdiction. Good Shot v.
United States, 179 U.S. 87, 88-89 (1900) ("the writ of
certiorari cannot properly be issued to require the
court to send up a cause over which it has no juris-
diction for determination on the merits"); see also,
e.g., California v. Gordon, 420 U.S. 938 (1975) ("Cer-
tiorari denied, there being no present case or contro-
versy such as to confer jurisdiction on this Court");
Lawrence v. Arizona, 269 U.S. 585 (1926) (per cu-
riam).

In this case, respondents raised a substantial ju-
risdictional challenge in the district court--viz., that
petitioners deprived the federal courts of subject
matter jurisdiction over the case when they con-
verted from a Paragraph IV certification to a section
viii statement as to Claim 4 of the ’358 patent. This
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jurisdictional issue was decided by the district court
only after the Federal Circuit issued the decision
that petitioners ask this Court to review. See App.,
infra, la-10a. As a result, the jurisdictional issue
has not yet been reviewed by the Federal Circuit.

The Hatch-Waxman Act provides for jurisdiction
in ANDA cases if and only if the generic applicant
maintains a Paragraph IV certification with regard
to the patent claim(s) at issue. See Eli Lilly & Co. v.
Medtronic, Inc., 496 U.S. 661, 678 (1990) (Section
271(e)(2) of the Patent Act, 35 U.S.C. § 271(e)(2),
creates "a highly artificial act of infringement that
consists of submitting an ANDA ... containing the
fourth type of certification that is in error as to
whether commercial manufacture, use, or sale of the
new drug (none of which, of course, has actually oc-
curred) violates the relevant patent") (emphasis
added). If the generic applicant’s ANDA does not
contain an effective Paragraph IV certification with
respect to the patent claim-in-suit, there is no federal
jurisdiction.

Although petitioners originally filed a Paragraph
IV certification with respect to Claim 4 of the ’358
patent, initially creating jurisdiction for this lawsuit,
they subsequently amended their ANDA by with-
drawing the Paragraph IV certification and replacing
it with a section viii statement. See 21 C.F.R.
§ 314.94(a)(12)(viii) ("Once an amendment ... is sub-
mitted, the [ANDA] application will no longer be
considered to contain the prior certification").

The Hatch-Waxman Act does not provide for ju-
risdiction where an ANDA applicant files a section
viii statement. See Purepac Pharm. Co. v. Thomp-
son, 238 F. Supp. 2d 191, 195 (D.D.C. 2002), affld,
354 F.3d 877 (D.C. Cir. 2004). The Declaratory



16

Judgment Act includes express statutory limitations
on declaratory judgment actions in the patent con-
text (see 28 U.S.C. § 2201(b); 35 U.S.C. § 271(e)(5))
and, in any event, "is not an independent source of
federal jurisdiction." Schilling v. Rogers, 363 U.S.
666, 677 (1960). Thus, there is no basis for federal
jurisdiction in a lawsuit involving a patent claim
subject only to a section viii statement, as this one is.

Elementary principles of federal jurisdiction re-
quire that a justiciable controversy exist not only at
the initiation of a lawsuit but throughout. Arizonans
for Official English v. Arizona, 520 U.S. 43, 67
(1997). Thus, petitioners’ strategic choice to proceed
under section viii rather than Paragraph IV divested
the federal courts of jurisdiction over any challenges
involving Claim 4 of the ’358 patent--the only patent
claim at issue in this litigation.

Another district court considering a different
manufacturer’s ANDA for the same drug (generic re-
paglinide) has squarely held that the absence of a
Paragraph IV certification as to Claim 4 of the ’358
patent means that there is no federal jurisdiction.
Novo Nordisk Inc. v. Mylan Pharms. Inc., 2010 U.S.
Dist. LEXIS 32569, at "26-31 (D.N.J. Mar. 31, 2010).
To be sure, the district court in this case reached the
directly contrary conclusion (App., infra, la-10a); but
that conflict will be presented to the Federal Circuit
for resolution on appeal from the final judgment in
this case. That appeal, however, has yet to be
briefed, argued, or decided.

Thus, if the Court were to grant certiorari to re-
view the scope of the Hatch-Waxman counterclaim, it
would first have to resolve the jurisdictional issue
without benefit of the court of appeals’ analysis. See
DTD Enters. v. Wells, 130 S. Ct. 7, 8 (2009) (state-
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ment of Kennedy, J., respecting denial) ("If [the
Court] were to grant the petition [it] would be re-
quired to ... confront a procedural obstacle unrelated
to the question presented"); see also, e.g., Wrotten v.
New York, 130 S. Ct. 2520, 2520 (2010) (statement of
Sotomayor, J., respecting denial) ("Granting the peti-
tion for certiorari at this time would require [the
Court] to resolve the threshold [jurisdictional] ques-
tion"). "Under these circumstances, it is best to deny
the petition." DTD, 130 S. Ct. at 8 (statement of
Kennedy, J.).

B. The Counterclaim Issue Would Be
Reviewable After Final Decision

Furthermore, following the decision of the Fed-
eral Circuit challenged in the petition, the district
court proceeded to resolve petitioners’ challenges to
the validity and enforceability of Claim 4 of the ’358
patent. Those issues too remain to be decided by the
Federal Circuit.

Where "[t]he decree that was sought to be re-
viewed by certiorari ... was not a final one, [that] fact
... alone furnishe[s] sufficient ground for the denial
of the application." Hamilton-Brown Shoe Co. v.
Wolf Bros. & Co., 240 U.S. 251, 258 (1916). This is
because "a mere denial of the writ to an interlocutory
ruling of the Circuit Court of Appeals does not limit
[the Court’s] power to review the whole case when it
is brought here by ... certiorari on final decree."
Toledo Scale Co. v. Computing Scale Co., 261 U.S.
399, 418 (1923); see also Hamilton-Brown Shoe, 240
U.S. at 258.

Thus, if the Court declines interlocutory review
and waits for a petition for certiorari from a final
judgment, it is able to evaluate all of the issues, pre-
sented together on a fully developed record, with no
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attendant prejudice to any party. This approach also
alleviates the risk that the issue will become moot or
otherwise of diminished significance in light of the
final disposition. Am. Constr. Co. v. Jacksonville,
Tampa & Key West Ry. Co., 148 U.S. 372, 384 (1893)
("many orders made in the progress of a suit become
quite unimportant by reason of the final result, or of
intervening matters"). Therefore, as a matter of
course, and regardless of the importance of the legal
issues presented, this Court traditionally declines
review of interlocutory decisions. Va. Military Inst.
v. United States, 508 U.S. 946 (1993) (Op. of Scalia,
J., respecting denial) ("We generally await final judg-
ment in the lower courts before exercising our certio-
rari jurisdiction").

Petitioners seek review of an interlocutory in-
junction, from which respondents took an interlocu-
tory appeal to the Federal Circuit. Subsequent to
the filing of the petition for a writ of certiorari, the
district court decided petitioners’ invalidity and un-
enforceability counterclaims. Respondents have no-
ticed an appeal to the Federal Circuit. Rather than
reviewing this case piecemeal, the better course is for
this Court to decline certiorari now. It can then re-
view, if necessary, any issues that the parties may
wish to bring to its attention, in a single proceeding,
after the Federal Circuit decides the remaining is-
sues in this case.

Moreover, if either the invalidity or unenforce-
ability holding were affirmed (assuming, dubitante,
the existence of federal jurisdiction), the counter-
claim issue could be rendered of little or no continu-
ing importance to petitioners. It makes little sense
for this Court to invest its resources, or the parties
theirs, on an issue that might be rendered inconse-
quential by the pending appeal.
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II. THE FEDERAL CIRCUIT CORRECTLY
CONSTRUED THE SCOPE OF THE HATCH-
WAXMAN COUNTERCLAIM

Although petitioners complain that the Federal
Circuit "violated numerous precedents of this Court,
including precedent interpreting the Hatch-Waxman
Act itself’ (Pet. 17), they concede that this Court "has
never addressed the Act’s provisions governing ap-
proval of generic marketing" (id. at 5). The claimed
conflict with this Court’s decisions--like their predic-
tion of impending "disaster" (id. at 35)--is, to put it
mildly, wildly overstated.

The counterclaim provision states that, if the ge-
neric company defendant in a Paragraph IV lawsuit
proves that "the patent does not claim ... an ap-
proved method of using the drug," the court may or-
der the patentee "to correct or delete the patent in-
formation submitted ... under subsection (b) or (c) of
this section." 21 U.S.C. § 355(j)(5)(C)(ii). The Fed-
eral Circuit construed this provision by applying
well-settled principles of statutory construction. See,
e.g., Hughes Aircraft Co. v. Jacobson, 525 U.S. 432,
438 (1999) ("statutory construction ... begins with
the language of the statute") (internal quotation
marks omitted); Barnhart v. Thomas, 540 U.S. 20, 26
(2003) (construction favored that is "quite sensible as
a matter of grammar"); Envtl. Def. v. Duke Energy
Corp., 549 U.S. 561,574 (2007) (identical words used
in the same act are presumed to have the same
meaning).

Using these unchallenged tools, the court of ap-
peals held that the text and structure of the Hatch-
Waxman Act establish that the counterclaim is not
available if the patent-in-suit does claim "an ap-
proved method of using the drug," even if other ap-
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proved methods are not patented; and that the "pat-
ent information" subject to correction or deletion is
limited to the patent number and expiration date--
the only "information" required by (or even men-
tioned in) Section 505(b) and (c). Pet. App. 11a-16a.

Petitioners acknowledge, as they must, that the
construction of the counterclaim provision adopted
by the majority below is consistent with the statu-
tory language. Pet. 30 (conceding "that ’an,’ when
qualified by a negative, can mean ’any’") & 35 (con-
ceding that "§ 505(b) and (c) mention only the patent
number and expiry"). That should end the matter,
since the Judiciary’s "charge is to give effect to the
law Congress enacted." Lewis v. City of Chicago, 130
S. Ct. 2191, 2200 (2010). All of the policy arguments
advanced by petitioners and their amici suggest, at
most, "a problem for Congress, not one that federal
courts can fix." Ibid.

A. The Counterclaim Is Not Available
Where The Patent Claims An
Approved Method Of Use

The majority in the court below explained that
the counterclaim was enacted to "correct the specific
issue raised in Mylan, i.e., to deter pioneering manu-
facturers from listing patents that were not related
at all to the patented product or method" (Pet. App.
13a), and it is undisputed that the construction of
the counterclaim adopted in this case entirely ad-
dresses the Mylan situation.

In Mylan, the Federal Circuit held that a generic
competitor could not obtain judicial relief to delist an
improperly listed patent because it "did not claim ...
an approved method of using [the drug]." 268 F.3d
1323, 1331 (Fed. Cir. 2001). Because a delisting
cause of action was not explicitly authorized by the
Hatch-Waxman Act, the court reasoned that Mylan’s
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suit was "an impermissible attempt by a private
party to enforce the [Federal Food, Drug, and Cos-
metic Act]." Id. at 1329-30 (citing Buckman Co. v.
Plaintiffs’ Legal Comm., 531 U.S. 341 (2001)). In re-
sponse, Congress enacted a narrow provision author-
izing a counterclaim to delete or correct patent in-
formation where "the patent does not claim .... an
approved method of using the drug." 21 U.S.Co
§ 355(j)(5)(C)(ii)(I)(bb). The majority’s construction
ensures that the counterclaim is available in the My-
lan situation, and thus fully effectuates the 2003
amendment. Petitioners’ argument that the majority
unduly limited the counterclaim is nothing other
than a policy-based plea to extend it beyond the My-
lan situation that Congress set out to address. See
Pet. App. 21a (Clevenger, J., concurring) ("The coun-
terclaim statute, which the dissent would expand be-
yond its literal reach, was designed to cure the situa-
tion presented in Mylan.").

Under the counterclaim, if a patent was improp-
erly listed because it does not claim an approved
method of using the drug, then the court may order
the deletion or correction of the "patent information."
In this case, however, petitioners have conceded that
respondents’ ’358 patent "is properly listed in the
Orange Book" because it "covers an FDA-approved
method of using the referenced drug." C.A. App.
A675; see also C.A. Stay Opp. 13 (petitioners’ conces-
sion that the ’358 patent "does claim an approved
method of use"). There is thus nothing to delete or
correct.

The operative language of the counterclaim pro-
vision requires the generic competitor to prove that
the listed patent "does not claim ... an approved
method" of using the drug. In light of their conces-
sion, petitioners argue that "an approved method"
should be interpreted as "all approved methods" or
"every approved method." As the majority explained,
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however, "[w]hen an indefinite article is preceded
and qualified by a negative, standard grammar gen-
erally provides that ’a’ means ’any.’" Pet. App. 12a
(citing dictionary definitions). Indeed, that is the
only definition dictionaries provide where, as here,
the article is preceded and qualified by a negative
("does not claim"). See Random House Webster’s
Unabridged Dictionary 1 (2d ed. 2001) (defining the
indefinite article "a" as "any" in the example "not a
one"); American Heritage Dictionary of the English
Language 1 (4th ed. 2006) (defining "a" solely as
"[a]ny" in the example "not a drop to drink").

Petitioners further concede that "’an,’ when
qualified by a negative, can mean ’any.’" Pet. 30.
That concession is fatal: The majority made an in-
terpretative decision, applying a clearly accepted
definition of the word "an." It did not "rewr[i]te the
statute" or "change[] the statute’s meaning," in con-
travention of the principles of statutory interpreta-
tion, as petitioners allege. Pet. 30-31.

Petitioners’ objection that "an approved method"
does not necessarily mean "any approved method"
(see Pet. 30-31) is unsupported by any authority and
irreconcilable with the doctrine that statutes are to
be read in pari materia. The Hatch-Waxman Act re-
quires listing of patents that claim "a method of us-
ing such drug" (21 U.S.C. § 355(b)(1)) and the coun-
terclaim is available if the owner of a patent "for the
drug ... a use of which is claimed by the patent" initi-
ates an infringement action (id. § 355(j)(5)(C)(ii)(I))
(both emphases added). In both instances it is clear
from context that the indefinite article "a" means
any, as petitioners have previously acknowledged.
Pet. C.A. Br. 38 n.2 ("an NDA holder may list a pat-
ent if it covers any approved use"). Reading "an ap-
proved method" the same way is the only way to
harmonize the statute as a whole, as the majority
correctly recognized. Pet. App. 12a ("Therefore, the
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Hatch-Waxman Act authorizes a counterclaim only if
the listed patent does not claim any approved meth-
ods of using the listed drug").

The dissenting judge below acknowledged that
adopting petitioners’ alternative construction would
require reading into the statute a word--
"associated"--that Congress did not include. See Pet.
App. 42a-43a (suggesting that the counterclaim pro-
vision be judicially amended to read "does not claim
... an [associated] approved method"). But adding a
term to a statute "from which it is conspicuously ab-
sent more closely resembles inventing a statute
rather than interpreting one." Hardt v. Reliance
Standard Life Ins. Co., 130 S. Ct. 2149, 2156 (2010)
(internal quotation marks omitted).

Petitioners contend, however, that the majority
"’render[ed] superfluous’ the term ’correct.’" Pet. 32
(citing Astoria Fed. Sav.& Loan Ass’n v. Solimino,
501 U.S. 104, 112 (1991)). Not so: If a patent was
improperly listed because it does not claim an ap-
proved method of using the drug, then the court may
order either delisting or correction of the patent
number and expiration date. In most cases in which
a generic competitor proves that the listed patent
does not claim an approved method, the appropriate
remedy will be delisting. See 21 U.S.C. § 355(b)(1)
(listing requirement applies to "any patent ... which
claims a method of using such drug"). But there may
also be instances in which the NDA holder lists the
wrong patent: A brand-name company with a large
portfolio of patents, with several patents in similar
fields of use, could well have multiple NDA applica-
tions on related drugs and methods. If an error were
made in listing a patent (for example, the wrong pat-
ent number were given), the Hatch-Waxman court-
terclaim authorizes the court to order correction of
the listed patent number without requiring a resub-
mission by the NDA holder. In this way, Congress
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completely addressed the Mylan situation that
prompted the 2003 amendment.

There is good reason to restrict the counterclaim
to the Mylan situation under this Court’s precedents.
The counterclaim is an exception to the rule that pri-
vate litigants may not challenge submissions to FDA
(Buckman, 531 U.S. at 348-51), and must be con-
strued narrowly to avoid swallowing that rule. (Tell-
ingly, petitioners do not cite Buckman or attempt to
address this point.) If the counterclaim is to be ex-
tended beyond Mylan, then such an extension is a
task for Congress, not this Court. See Microsoft
Corp. v. AT&T Corp., 550 U.S. 437, 457 (2007) (any
such "’loophole’ ... is properly left for Congress to con-
sider, and to close if it finds such action warranted");
Cardiac Pacemakers, Inc. v. St. Jude Med., Inc., 576
F.3d 1348, 1362-65 (Fed. Cir. 2009) (en banc) ("it is
Congress’s right, not the courts’, to extend the stat-
ute beyond the ... problem it was designed to fix").

Contrary to petitioners’ contention (Pet. 1, 27-
29), the decision below is not "inconsistent" or in
"conflict" with Teva Pharm. USA, Inc. v. Sebelius,
595 F.3d 1303 (D.C. Cir. 2010). The D.C. Circuit did
not construe the Hatch-Waxman counterclaim;
rather, it referenced the provision in passing in con-
struing an entirely different provision of the Hatch-
Waxman Act, in a manner that is entirely consistent
with the Federal Circuit’s reading of the counter-
claim provision. See id. at 1315 n.4 ("The purpose of
this [counterclaim] procedure, says Teva, is to offer
generics a means of combating brand companies’
practice of delaying generic competition by listing
’sham patents,’ baiting a generic into filing a para-
graph IV certification, and then filing an infringe-
ment suit").
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Moreover, both Teva and the decision below
make clear that it is Congress’s role to balance the
interests of brand and generic manufacturers, and
that FDA and the courts must respect and adhere to
such congressional determinations (including the
compromises they inevitably reflect). Compare Teva,
595 F.3d at 1316 ("FDA may not ... change the incen-
tive structure adopted by the Congress," for "the
agency is bound not only by the ultimate purposes
Congress has selected but by the means it has
deemed appropriate") (emphasis and internal quota-
tion marks omitted), with Pet. App. 16a (agency in-
terpretations that are "at odds with the plain lan-
guage of the statute itself’ serve to "upset the careful
balance" of the statute and must be rejected). Both
courts are in full agreement that the statute must be
enforced as written. That is of course this Court’s
view too. Lewis, 130 S. Ct. at 2200.

The supposed "inconsistent[cy]" is simply that
the D.C. Circuit interpreted the statutory language
at issue in Teva in the manner urged by the generic
manufacturer, while the Federal Circuit interpreted
the entirely different language of the counterclaim
provision in the manner proposed by the branded
company. This is not the kind of "obvious conflict
with any other Circuit" that would constitute "special
circumstances that justify the exercise of our discre-
tionary certiorari jurisdiction to review the Court of
Appeals’ [review] of the interlocutory order entered
by the District Court." Office of Senator Dayton v.
Hanson, 550 U.S. 511, 515 (2007). Rather, it simply
reflects that the Hatch-Waxman Act, like most com-
plex federal legislation, does not uniformly benefit
any particular constituency, but instead strikes a
balance between competing interests--here, branded
and generic competitors. Petitioners and their amici
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obviously would prefer that the balance be tipped
toward the generic industry, but that is a policy ar-
gument appropriately addressed only to Congress,
not this Court.

B. The Remedy Is Limited To Correction
Or Deletion of Patent Numbers And
Expiration Dates

Even if the counterclaim were available to peti-
tioners, the relief they seek--a judicial order requir-
ing respondents to withdraw the current use code
narrative and replace it with one approved by peti-
tioners--is not authorized by the Hatch-Waxman
Act.

The only relief authorized by the Hatch-Waxman
counterclaim is an order requiring the NDA holder
"to correct or delete the patent information submit-
ted by the holder under subsection (b) or (c)." 21
U.S.C. § 355(j)(5)(C)(ii)(I). The incorporated provi-
sions require the submission (and publication) of
very specific "patent information"--the "patent num-
ber" and its "expiration date." Id. § 355(b), (c). As
the majority recognized, "the Act defined the term
’patent information’ as ’the patent number and the
expiration date,’" and "to maintain consistency in the
statutory terms, ’the patent information’ in the coun-
terclaim provision must also mean the patent num-
ber and the expiration date." Pet. App. 15a.

Importantly, petitioners do not dispute that the
Federal Circuit’s construction of the statute is per-
missible. On the contrary, they recognize that
"§ 505(b) and (c) mention only the patent number
and expiry." Pet. 35 (emphasis added). Accordingly,
they do not take issue with the majority’s statutory
exegesis, which is entirely consistent with the legis-
lative history of the counterclaim provision as well as
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its underlying purpose (i.e., allowing challenges to
improperly listed patents).

Rather, petitioners maintain that FDA has by
regulation interpreted the term "patent information"
to include use code narratives in addition to the pat-
ent number and expiration date, and that this inter-
pretation is entitled to deference. Pet. 34-35. In-
deed, petitioners go so far as to say that certiorari is
warranted because the majority’s ruling that statu-
tory "patent information" is limited to the patent
number and expiration date, and not use codes--
which are nowhere mentioned in the statute--
"violates Chevron [U.S.A. Inc.] v. NRDC, Inc., 46[7]
U.S. 8[3]7 (1984)." Pet. 34.

Petitioners’ "deference" argument rests on the
premise that FDA promulgated a regulation in 2003
"defini[ng]" "patent information" to include "use code
narratives," and that Congress acted "with full
awareness of the agency’s interpretation," effectively
"adopt[ing]" and "implement[ing]" this "definition."
Pet. 34. That premise, however, is false.

The FDA regulation on which petitioners rely is
entitled "[s]ubmission of patent information" and re-
quires the submission of certain information, includ-
ing use code narratives. See 21 C.F.R. § 314.53; 68
Fed. Reg. 36,676, 36,703-05 (June 18, 2003). But pe-
titioners fail to inform the Court of the rest of the
story. In 2006, an industry group challenged FDA’s
regulatory authority to require use code narratives.
In response, FDA did not justify this requirement as
an interpretation of "patent information" in subsec-
tion (b) or (c); rather, FDA said--in a formal state-
ment not cited by petitioners or any of their amici--
that it was authorized to require use code narratives
under its general rulemaking authority and subsec-
tion (j). 72 Fed. Reg. 21,266, 21,268-69 (Apr. 30,
2007) (describing submission of use codes as a "regu-
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latory requirement"). In other words, FDA acknowl-
edged that use code narratives are not "patent in-
formation" under Section 505(b) or (c), and it does
not purport to have offered the "interpretation" that
petitioners posit. Courts need not defer to an inter-
pretation that the agency itself denies making.

Moreover, even if (counterfactually) FDA had in-
terpreted "patent information" to include use code
narratives, "’no deference is due to agency interpre-
tations at odds with the plain language of the statute
itself.’" Pet. App. 16a (quoting Pub. Emps. Ret. Sys.
v. Betts, 492 U.S. 158, 171 (1989)). The statute, by
defining "patent information" as including just two
things, precludes any regulatory effort to include a
third thing. And nothing in the counterclaim provi-
sion purports to alter that preexisting statutory deft-
nition. On the contrary, the counterclaim provision
repeats that it is "the patent information submitted
by the holder under subsection (b) or (c)" that may be
corrected or deleted. 21 U.S.C. § 355(j)(5)(C)(ii)(I).

Where, as here, the statutory text and structure
unambiguously limit "patent information" to the pat-
ent number and expiration date, there is no "gap" for
the agency to fill. Chevron, 467 U.S. at 843. But
even if Congress had been silent on this issue, FDA
is not "entrusted to administer" a statutory provision
establishing a judicial counterclaim for private plain-
tiffs--and thus FDA’s purported interpretation of the
terms of this statutory provision is of no help to peti-
tioners. Id. at 844. It "is most certainly incorrect to
say that language in a regulation can conjure up a
private cause of action that has not been authorized
by Congress. Agencies may play the sorcerer’s ap-
prentice but not the sorcerer himself." Alexander vo
Sandoval, 532 U.S. 275, 291 (2001).

Congress specifically required two pieces of "pat-
ent information," and provided a counterclaim to cot-
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rect or delete that information; had Congress wanted
instead for the counterclaim to reach any other in-
formation that might be required by FDA (now or in
the future), it would not have tied the counterclaim
so specifically to the "patent information" submitted
"under subsections (b) or (c)." See, e.g., Blue Chip
Stamps v. Manor Drug Stores, 421 U.S. 723, 734
(1975) ("When Congress wished to provide a remedy
... , it had little trouble in doing so expressly").
Moreover, reading the statute as broadly as petition-
ers propose would render the express limitation su-
perfluous, in contravention of another canon of con-
struction. TRW Inc. v. Andrews, 534 U.S. 19, 31
(2001).

Petitioners rather breathlessly maintain that the
decision below "expressly invalidates" the FDA’s
regulations requiring NDA holders to submit a broad
range of information beyond the minimum required
by the statute, including use codes. Pet. i, 23-27.
According to petitioners, the decision therefore
"throws a wrench in the FDA’s ability to enforce pro-
visions essential to the [Act’s] operation." Pet. 23-24
(internal quotation marks omitted).

In truth, the majority decision does not invali-
date any regulation, nor does it call into question
FDA’s authority to require the submission of use
codes (or any other data) under its general rulemak-
ing authority. And it does not in any way impact or
undermine FDA’s ability to enforce the Act’s patent
listing provisions. The same FDA regulations that
were implemented and enforced before the decision
continue to be implemented and enforced now. The
same Form 3542 that was used by FDA to collect in-
formation from NDA holders then is used now, and
must be completed by each NDA holder. It is simply
not accurate to claim, as petitioners do, that the ma-
jority ruling "deprives the agency of information it
’must have’ to expedite [its] review of ANDA ... ap-
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plications." Pet. 26 (quoting 68 Fed. Reg. at 36,682).
The decision below does not preclude FDA from re-
questing (or publishing) any information, and the
agency’s authority to enforce the Act has not been
threatened, much less bewrenched.

C. The Challenged Use Code Is Correct
Even if petitioners could convince this Court to

adopt an expansive reading of both "an approved
use" and "patent information," petitioners would also
have to prove that respondents’ current use code
narrative is incorrect. As the concurrence below ex-
plained, however, "there is nothing illegal, or even
incorrect, about Novo’s current use code." Pet. App.
21a. The counterclaim gives the district court no li-
cense to force Novo to choose between two truthful
alternatives. Indeed, if the statute were so construed
it would give rise to serious First Amendment prob-
lems. See Hurley v. Irish-Am. Gay, Lesbian & Bisex-
ual Group of Boston, 515 U.S. 557, 579 (1995). In
addition, petitioners would be unable to justify the
issuance of such an order under the traditional crite-
ria for equitable relief, eBay Inc. v. MercExchange,
L.L.C., 547 U.S. 388, 391 (2006).

The counterclaim places the burden of proof on
the generic, and petitioners did not come close to
proving that respondents’ use code is incorrect. (The
district court’s conclusion in this respect was perforce
vacated by the Federal Circuit.) Respondents ex-
plained at considerable length in the court below
why their current use code narrative is accurate and
entirely consistent with the Hatch-Waxman Act and
all applicable regulatory guidance. Resp. C.A. Br.
34-41; Resp. C.A. Reply Br. 17-26; see also C.A. App.
A679-A696. In short, FDA expressly allows a pio-
neer manufacturer to base its use code narrative on
the approved method of use or indication for the
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drug. 21 C.F.R. § 314.53(c)(2)(ii)(P)(1); see also Pet.
App. 213a.

A use code that tracks the approved indication is
entirely consistent with the Hatch-Waxman Act and
its legislative history, which focus on indications.
See H.R. Rep. No. 98-857, pt. 1, at 21 (1984), re-
printed in 1984 U.S.C.C.A.N. 2647, 2654. And there
is no dispute that respondents’ current use code nar-
rative directly tracks the FDA-mandated indication
for PRANDIN®. Compare C.A. App. A673 ("A
method for improving glycemic control in adults with
type 2 diabetes mellitus"), with C.A. App. A667-A668
(PRANDIN® is indicated for "improv[ing] glycemic
control in adults with type 2 diabetes mellitus"). It
therefore "alerts generics" such as petitioners to the
existence of a patent that claims an approved use of
repaglinide, discharging the notice function that is
the objective of the patent listing requirements in the
Hatch-Waxman Act. See Pet. 5-6. Because respon-
dents’ current use code narrative complies with all
actual regulatory guidance, there is nothing for any
court to "correct"--even if petitioners’ construction of
the statute were to be adopted.

As the majority and concurring opinions below
recognized, petitioners’ true grievance lies with FDA,
not respondents. Pet. App. 14a, 20a. Petitioners’
real complaint is that FDA rejected their section viii
carve-out on the basis of its longstanding policy that
an ANDA filer "must, despite any disagreement as to
the correctness of the patent information, [submit]
an appropriate certification for each listed patent."
21 C.F.R. § 314.53(f). They also disagree with FDA’s
regulatory decision to allow use codes that track ap-
proved indications. And petitioners are dissatisfied
that FDA has elected to conserve its financial and
experiential resources by declining to "police" most
Orange Book submissions. See ibid.
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Petitioners try to blame respondents for these
regulatory determinations, but FDA decisions cannot
be challenged or resolved in the context of a Hatch-
Waxman counterclaim. Rather, petitioners must
challenge FDA policies, including FDA’s decision to
deny their attempted section viii carve-out, by pro-
ceeding against FDA, in the appropriate forum, un-
der the Administrative Procedure Act. See Andrx
Pharms., Inc. v. Biovail Corp., 276 F.3d 1368, 1379
(Fed. Cir. 2002). Petitioners concede that they could
have challenged FDA’s refusal to authorize their sec-
tion viii carve-out (Pet. 20), but--for reasons they
have never explained--petitioners have elected not
to bring an APA suit against FDA. Nonetheless, the
admitted availability of such a suit destroys the ar-
gument, advanced by petitioners and echoed by their
amici, that the decision below "leav[es] generics
without any [judicial] remedy." Pet. 3.

The court below ruled only that the Hatch-
Waxman counterclaim is not available to petitioners
on the peculiar facts of this particular case, which is
not an issue that warrants this Court’s attention.
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CONCLUSION
The petition for a writ of certiorari should be de-

nied.
Respectfully submitted.
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