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QUESTION PRESENTED

Under the Hatch-Waxman Act’s counterclaim
provision, if (1) the generic challenger maintains a
“Paragraph IV” certification as to the patent claim-
in-suit and (2) the generic challenger both (a) proves
that the patent “does not claim ... an approved
method of using the drug” and (b) challenges “the pa-
tent information submitted ... under” particular
statutory provisions, then (3) the generic challenger
may seek a judicial order requiring the patentee to
“correct or delete” the specified information. 21
U.S.C. § 355(3)(5)(C)(i1).

In this case, (1) the generic challenger withdrew
its Paragraph IV certification before initiating the
counterclaim; (2) the generic challenger (a) concedes
that the patent does claim an approved method of us-
ing the drug and (b) challenges the “use code narra-
tive,” which is not statutory “patent information”;
and (3) the generic challenger seeks “correct[ion]” of
a single entry on a notification form that complies
with all applicable statutory and regulatory re-
quirements and guidance.

The question presented is whether the Federal
Circuit correctly concluded that the counterclaim is
not available in these circumstances.
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RULE 29.6 STATEMENT

The corporate disclosure statement included in
the brief in opposition remains accurate.
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BRIEF FOR RESPONDENTS

Respondents Novo Nordisk A/S and Novo
Nordisk Inc. respectfully submit that the judgment
of the court of appeals should be affirmed or, alterna-
tively, vacated and remanded with instructions to
dismiss for lack of jurisdiction.

JURISDICTION

Petitioners invoke the jurisdiction of this Court
under 28 U.S.C. § 1254(1). As explained in Argu-
ment Part I, infra, the federal courts lack subject-
matter jurisdiction over this dispute.

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 (FDCA), including 21 U.S.C.
§ 355 (Pet. App. 104a-195a), and the Patent Act, in-
cluding 35 U.S.C. § 271(e)(2)(A) (Opp. App. 108a-
109a). The counterclaim provision at issue here (Pet.
App. 145a-146a), added as part of the Medicare Pre-
scription Drug, Improvement, and Modernization Act
of 2003, Pub. L. No. 108-173, 117 Stat. 2066, states:

(ii) Counterclaim to infringement action
(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 infringement action
against the [generic] applicant, the applicant
may assert a counterclaim seeking an order
requiring the holder to correct or delete the
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patent information submitted by the holder
under subsection (b) or (¢) of this section on
the ground that the patent does not claim ei-
ther—

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

(bb) an approved method of using the
drug.

(IT) No independent cause of action

Subclause (I) does not authorize the assertion
of a claim described in subclause (I) in any
civil action or proceeding other than a coun-
terclaim described in subclause (I).

21 U.S.C. § 355()(5)(C)(ii).
STATEMENT

The district court ordered respondents Novo
Nordisk A/S and Novo Nordisk Inc. (collectively No-
vo) to alter the “use code narrative” published by the
Food and Drug Administration in connection with
Novo’s patented method of diabetes drug therapy.
Pet. App. 65a-66a. The Federal Circuit reversed,
concluding that petitioners Caraco Pharmaceutical
Laboratories, Ltd. and Sun Pharmaceutical Indus-
tries, Ltd. (collectively Caraco) do “not have a statu-
tory basis to assert a counterclaim requesting such
injunctive relief.” Id. at 2a-3a.

The decision below turned on two narrow issues
of statutory construction. First, Caraco could not es-
tablish the counterclaim’s predicate that the “patent
does not claim ... an approved method of using the
drug” (21 U.S.C. § 355(j)(5)(C)(ii)) because Novo’s pa-
tent does claim an approved method of using the
drug at issue. Pet. App. 11a-14a. Second, the coun-
terclaim provision does not authorize court-ordered
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changes to Novo’s use code narrative because the on-
ly “patent information submitted ... under subsection
(b) or (¢)” of 21 U.S.C. § 355—and thus the only in-
formation that can be “correct[ed] or delete[d]” pur-
suant to the counterclaim—is the patent number and
expiration date. Pet. App. 14a-17a.

1. The Hatch-Waxman Act, originally enacted in
1984, governs many aspects of the intense competi-
tion among makers of branded and generic drugs.
See generally Janssen Pharmaceutica, N.V. v. Apotex,
Inc., 540 F.3d 1353, 1355-57 (Fed. Cir. 2008). In par-
ticular, Section 505 of the FDCA, as amended by
Hatch-Waxman, regulates the process by which drug
makers can secure FDA approval of new drugs, as
well as the avenues of judicial relief available to pa-
tent holders and their generic competitors. See 21
U.S.C. § 355.

a. 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
safety and effectiveness. Id. § 355(b)(1)(A)-(G). And
subsection (c), in turn, addresses amendments to and
approval of NDAs, and authorizes certain lawsuits
by the NDA holder to enforce its rights. Id.
§ 355(c)(1)-(3).

Section 505(b) requires NDA filers 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 method of using such

drug.” 21 U.S.C. § 355(b)(1)(G) (emphases added).
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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 file 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).

FDA publishes a list of patents claiming ap-
proved drug products or methods, along with the
statutory “patent information” and certain additional
information required by regulation, in its “Approved
Drug Products with Therapeutic Equivalence Evalu-
ations”—commonly known as the “Orange Book.”
See Janssen, 540 F.3d at 1355; see also J.A. 500-95
(excerpts).

b. Section 505(j) allows generic competitors to
market copies of approved drugs by filing an Abbre-
viated New Drug Application (ANDA). 21 U.S.C.
§ 355(j). The ANDA process “substantially shorten[s]
the time and effort needed to obtain marketing ap-
proval” of a generic copy by allowing the applicant to
rely on the research of the pioneer pharmaceutical
company, thus “avoid[ing] the costly and time-
consuming [safety and efficacy] studies required for a
pioneer drug.” Eli Lilly & Co. v. Medtronic, Inc., 496
U.S. 661, 676 (1990).

Although the ANDA mechanism makes it easier
for generic companies to go to market, it does not
eliminate patent protections for pioneer companies.
See Teva Pharm. Indus. Ltd. v. Crawford, 410 F.3d
51, 54 (D.C. Cir. 2005). Rather, generic companies
seeking approval to copy patented drugs must certify
that (I) no patent covering the listed drug has been
listed in the Orange Book; (II) the patent has ex-
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pired; (ITI) the patent will expire on a particular date
and approval of 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 ge-
neric drug. 21 U.S.C. § 355(G)(2)(A)(vii). The last of
these options is commonly known as a Paragraph IV
certification.

The filing of a Paragraph IV certification by an
ANDA applicant is an act of patent infringement. 35
U.S.C. § 271(e)(2)(A); see also Eli Lilly, 496 U.S at
678. If the pioneer company initiates a timely suit,
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 risk an infringement suit, the first
company to submit a Paragraph IV certification for a
particular drug receives a 180-day period of market-
ing exclusivity. Id. § 355(G)(5)(B)(iv).

If an ANDA applicant wants to market a listed
drug only for uses that are not covered by any meth-
od-of-use patent, it can ask FDA to “carve out” of the
proposed product label—which generally must be
identical to the branded label (21 U.S.C.
§ 355(3)(2)(A)(v))—any patented uses by filing what is
known as a section viii statement. Id.
§ 355(3)(2)(A)(viii). The generic thereby represents
that the “patent poses no bar to approval of an
ANDA because the applicant seeks to market the
drug for a use other than the one encompassed by
the patent.” Purepac Pharm. Co. v. Thompson, 354
F.3d 877, 880 (D.C. Cir. 2004). “ANDA applicants
[must] use either a paragraph IV certification or a
section viii statement—they may not use both.” Ibid.

2. The Hatch-Waxman Act carefully balances
the competing interests of branded and generic drug
companies. See, e.g., Abbott Labs. v. Young, 920 F.2d
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984, 985 (D.C. Cir. 1990). In 2003, Congress enacted
the only significant adjustments to that balance
since the statute’s initial enactment, including the
counterclaim at issue here.

The impetus for the counterclaim was a 2001 de-
cision that there was no statutory authorization for a
generic competitor to seek delisting of a patent from
the Orange Book on the ground that it “did not claim

.. an approved method of using” the drug. Mylan
Pharms., Inc. v. Thompson, 268 F.3d 1323, 1331
(Fed. Cir. 2001). The congressional response to
Mylan proceeded in several steps.

a. Senators Schumer and McCain introduced
S. 812, the “Greater Access to Affordable Pharma-
ceuticals Act of 2002,” which (as amended on July 11,
2002) sought to add a new provision governing the
“Filing of Patent Information with the Food and
Drug Administration.” S. 812, 107th Cong. § 103
(2002). S. 812 would have required NDA holders to
file an expanded list of “patent information” with
FDA, including:

(i) the patent number;
(i1) the expiration date of the patent;
(iii) with respect to each claim of the patent—

(I) whether the patent claims the drug or
claims a method of using the drug; and

(IT) whether the claim covers—
(aa) a drug substance;
(bb) a drug formulation;
(cc) a drug composition; or
(dd) a method of use;

[and]



7

(iv) if the patent claims a method of use, the
approved use covered by the claim ....

Id. § 103(a)(2)(C). S. 812 also would have authorized
ANDA applicants to bring a freestanding civil action
for correction or deletion of this expanded list of
statutorily required “patent information”:

A person that has filed an [ANDA] for a drug
may bring a civil action against the holder of
the approved application for the drug seeking
an order requiring that the holder of the ap-
plication amend the application—

(I) to correct patent information filed un-
der subparagraph (A); or

(IT) to delete the patent information in
its entirety for the reason that—

(aa) the patent does not claim the
drug for which the application was
approved; or

(bb) the patent does not claim an ap-
proved method of using the drug.

Id. § 103(a)(2)(E).

The redefinition of “patent information” and ac-
companying civil action in S. 812 met a firestorm of
opposition from Republican legislators. Senator
Hatch, for example, criticized the proposed civil ac-
tion as an “unwelcome foothold for trial lawyers to
reach into the FDC Act” that would “create a parallel
course of litigation to the well-established Paragraph
IV patent contests.” 148 Cong. Rec. S6991 (July 18,
2002). He also noted “concern[s] about the policy and
potential effects” of “significantly expand[ing] the
type of patent information that must be filed, includ-
ing requiring very precise claim by claim certifica-
tions of what each particular patent covers.” Id. at
S6990; see also, e.g., 148 Cong. Rec. S7633 (July 31,
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2002) (Sen. Gregg); id. at S7644 (Sen. Grassley); 148
Cong. Rec. S7345 (July 25, 2002) (Sen. Hatch); 148
Cong. Rec. S6995 (July 18, 2002) (Sen. Frist).

President Bush likewise opposed S. 812, warning
that the proposed civil action “would unnecessarily
encourage litigation around the initial approval of
new drugs and would complicate the process of filing
and protecting patents on new drugs.” Statement of
Administration Policy: S. 812—Greater Access to Af-
fordable Pharmaceuticals Act (July 18, 2002). FDA
communicated the Administration’s concerns to Con-
gress and argued that the proposed civil action cre-
ated an undesirable alternative by allowing ANDA
holders “to file suit in lieu of certifying under par.
IV.” 148 Cong. Rec. S6823 (July 16, 2002) (Sen.
Gregg) (quoting FDA memao).

On July 31, 2002, S. 812 passed the Senate on a
66-33 vote. 148 Cong. Rec. S7634 (July 31, 2002).
Senator McCain, the bill’'s Republican co-sponsor,
noted that “[t]he cause of action for generic manufac-
turers to ‘delist’ patents ... was added to S. 812 late
in the process, and it is controversial.” Id. at S7644-
7645. Although he suggested that the provision
might warrant further consideration in conference
(see ibid.), the House of Representatives—in which
the Republicans held a majority—declined to take
action on S. 812 or three virtually identical bills. See
H.R. 5311, 107th Cong. § 3(a)(2)(E) (2002); H.R.
5272, 107th Cong. § 2(a)(2)(E) (2002); H.R. 5350,
107th Cong. § 10 (2002).1

1 Proponents of the civil action also tried—but failed—to
move similar bills through Congress the following year. See
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b. On July 30, 2002, one day before the Senate
passed S. 812, the Federal Trade Commission issued
a study examining drug competition under the
Hatch-Waxman Act. See Fed. Trade Comm’n, Gener-
ic Drug Entry Prior to Patent Expiration (July 2002),
available at http://www.ftc.gov/opa/2002/07/generic
drugstudy.shtm. The FTC’s recommendations di-
verged from S. 812 in two critical respects. First, ra-
ther than changing the statutory “patent infor-
mation” that NDA holders must file, the FTC rec-
ommended that FDA “clarify its listing require-
ments” by regulation or guidance. Id. at v; see also
id. at A-39. Second, instead of a stand-alone private
right of action, the FTC recommended that Congress
allow “a generic applicant to raise listability issues
as a counterclaim in the context of patent infringe-
ment litigation already initiated by the brand-name
company in response to a [generic’s] paragraph IV
notice.” Id. at v.

FDA responded on October 24, 2002 by issuing a
proposed rule to require NDA applicants and holders
to provide substantial additional information about
patented drugs and methods not mandated by Sec-
tion 505(b) or (c). See 67 Fed. Reg. 65,448 (Oct. 24,
2002). As relevant here, the proposed rule made
clear that method-of-use patents could be submitted
for listing in the Orange Book and, “[flor each meth-
od of use claim identified,” required the NDA appli-
cant or holder to answer:

[Footnote continued from previous page]

S.7, 108th Cong. §201(a)2)E) (2003); S.54, 108th Cong.
§ 3(a)(2)(E) (2003); H.R. 2640, 108th Cong. § 10(a)(2)(E) (2003).
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Is the claim one that claims ... an approved
method of use of the approved drug product?

Yes No

If ... “yes,” please identify the use with refer-
ence to the approved labeling for the drug prod-
uct and identify the relevant patent claim num-
ber(s).

Id. at 65,454. If the answer is “no,” the proposed rule
continued, “[t]he patent may not be listed in the Or-
ange Book as a patent that claims a method of use.”
Ibid.

FDA issued its final rule on June 18, 2003. See
68 Fed. Reg. 36,676, 36,677 (June 18, 2003) (codified
at 21 C.F.R. pt. 314). It requires the NDA holder to
inform FDA “[w]hether the patent claims one or
more approved methods of using the approved drug
product.” 21 C.F.R. § 314.53(c)(2)(i1)(P)(1). If so,
then the NDA holder must also provide additional
information, including a proposed “use code narra-
tive”—a “description of each approved method of use
or indication [i.e., the disease or condition to be
treated].” Ibid.

FDA implemented this rule in Form 3542. See
Pet. App. 211a-214a; see also 68 Fed. Reg. at 36,711-
12 (draft form). Using the “yes” or “no” format, Form
3542 requires NDA holders to declare, under penalty
of perjury, whether or not the patent “claim[s] an
approved method of use of the approved drug prod-
uct.” Pet. App. 212a. If the answer is “no,” then the
patent cannot be listed in the Orange Book. See id.
at 213a. If the answer is “yes,” then Form 3542 re-
quires the submission of a “description of the ap-
proved indication or method of use” for a drug. Ibid.
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Here is an excerpt from the form itself:

4.1 Does the patent claim one or more approved methods of using the approved drug product?

[ Yes [ No

4.2 Patent Claim Number(s) (as listed in the patent) | Does (Do) the patent claim(s) referenced In 4.2 claim an

approved method of use of the approved drug product? O Yes * [O'Ne

4.2a Ifthe answerto 4.2 is Use: (Submit indication or method of use information as identified specifically in the approved labeling.)
"Yes," identify the use
with specific reference to
the approved labeling for
the drug product.

4.2b If the answerto 4.2is Use: (Submit the description of the approved indication or method of use that you propose FDA include as
"Yes," also provide the the "Use Code” in the Orange Book, using no more than 240 total characters including spaces.)
information on the
indication or method of
use for the Orange Book
"Use Code" description.

FDA will not list the patent in the Orange Book as claiming the method of use if:
® the answer to question 4.1 or 4.2 Is “No," or

® if the answer to 4.2 is "Yes" and the information requested in 4.2a and 4.2b is not provided In full.

Id. at 212a-213a.

The use code narrative cannot exceed 240 char-
acters because of “limitations [in FDA’s] database
system.” 68 Fed. Reg. at 36,683. As FDA explained:

Traditionally, we [FDA] have created the use
code description for the Orange Book from
the information submitted by the NDA appli-
cant or holder. ... [W]e have determined that
it is more efficient and accurate to ask the
NDA holder to give us the exact use code de-
scription to be published in the Orange Book.
Use codes are intended to alert ANDA and
505(b)(2) applicants to the existence of a pa-
tent that claims an approved use. They are
not meant to substitute for the applicant’s re-
view of the patent and the approved labeling.
We understand that in some cases 240 char-
acters may not fully describe the use as
claimed in the patent.

Ibid. (emphasis added).

c. After S. 812 failed, compromise legislation was
drafted to address Republican objections and intro-
duced by Senator Gregg as S. 1225 in June 2003. See
149 Cong. Rec. S8188 (June 19, 2003). Reflecting a
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“carefully crafted bipartisan compromise” (id. at
S8190), S. 1225 was significantly narrower than
S.812 and the other stalled bills. As Senator
Schumer—a  strong  proponent of S.812—
acknowledged, the “modifications” in S. 1225 were
necessary to “address the concerns that kept the
bill’s critics from supporting [S.812] last year.”
Examining the Senate and House Versions of the
“Greater Access to Affordable Pharmaceuticals Act’:
Hearing Before the S. Comm. on the Judiciary, 108th
Cong. 1 (2003).

Rather than create a broad, independent cause of
action to correct or delete an expanded list of statu-
torily required “patent information,” S. 1225 allowed
only a counterclaim, in a Paragraph IV suit for in-
fringement, limited to correcting or deleting the pa-
tent number and expiration date. S. 1225, 108th
Cong. § 2(a)(2)(C)ii)(II)(aa) (2003). As the Confer-
ence Report explained, the counterclaim permits a
generic “in a paragraph IV patent suit” to seek “re-
moval of the patent” from the Orange Book. H.R.
Rep. No. 108-391, at 836 (2003).

As enacted, the counterclaim echoes the lan-
guage of Mylan in requiring the generic applicant to
prove that the patent “does not claim ... the drug ...
or ... an approved method of using the drug.” 21
U.S.C. § 355(3)(5)(C)Gi)(I). If the generic applicant
can carry this burden—that is, if it can prove that
the patent was not properly listed in the Orange
Book—it may “see[k] an order requiring the [patent-
ee] to correct or delete the patent information sub-
mitted ... under subsection (b) or (c) of this section.”
Ibid.

3. Novo sells the diabetes drug repaglinide un-
der the brand name PRANDIN®. Repaglinide is ap-
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proved for treating diabetes when used alone (mono-
therapy) or in combination with other specified
drugs, including metformin. J.A. 46. In 2004, Novo
was issued U.S. Patent No. 6,677,358, Claim 4 of
which claims a method for using repaglinide in com-
bination with metformin to treat type 2 diabetes. Id.
at 65-96. Only claim 4 is at issue in this litigation
(id. at 367 1 99); it, along with the rest of the ’358
patent, will expire in 2018. Id. at 49. Novo submit-
ted to FDA the statutory “patent information” along
with a proposed use code narrative (id. at 98-99),
which was published in the Orange Book as “U-546—
Use of repaglinide in combination with metformin to
lower blood glucose.” Id. at 54-55. Novo’s original
Form 3542 stated in relevant part:

4.1 Doss the patent claim one or more approved melhods of using the approved drug
product? . . 4 Yes o

4.2 Palenl Claim Number (as listed in the patant)

Doss the patent claim seferenced In 4.2 clalm an approved

s method of use of the approved drug product? I ves EGno

4.2a Il the answerto 4.2is Use: (Submit Indication or method of use inlormalion as identified specifically in the approved labsling.)
“Yes," identify the use Use of Prandin tablets in combination with meormin to lower blood glucose in patients whose hyperglycemia
with specific relerence cannot be controlled by exerciss, diet and either repaglinide or metormin alone.

| 10 the approved tabeling
for the drug product.
I

4.2b If the answerto4.2ls Use: (Submii the Description of the approved Indication or method of use thal you propose FDA inciude as
“Yes," also provide the the "Use Code” In the Orange Book, using no more than 240 total characters including spaces.)
information on the Uss of ide In with in to Jower blood glucoss.
indication or method of B
use for the Orange Book.
“Use Code" description.

FDA will not fist the patent in the Orange Book es clalming the method of use if:
@ the answer to question 4.1 67 4.21s "No,” or

® i the answer to 4.2 Is "Yes" and the information requested in 4.2a and 4.2b Is not provided In full.

Id. at 98-99.

In 2005, Caraco filed an ANDA for generic rep-
aglinide that included (at that time) a Paragraph IV
certification that claim 4 of the 358 patent was inva-
lid or would not be infringed by the sale of generic
repaglinide. J.A. 116. Novo sued for infringement,
and Caraco eventually stipulated that its ANDA for
repaglinide would infringe the 358 patent if it “in-
clude[d] a label that discusses the combination of




14

metformin and repaglinide.” Id. at 177; see also Pet.
19 n.10.

In April 2008, Caraco amended its ANDA and,
with respect to Claim 4, replaced its Paragraph IV
certification with a section viii statement declaring
that “Caraco ... does not seek approval for the use of
Repaglinide in combination with Metformin to lower
blood glucose.” J.A. 175. Caraco sought to “carve
out” all information relating to the repaglinide-
metformin combination therapy from its otherwise
infringing label. Id. at 250-55. In December 2008,
FDA indicated that it would permit this carve-out.
Id. at 257. Novo moved for reconsideration on the
ground, inter alia, that the carved-out label would
render generic repaglinide less safe and effective. Id.
at 303-08; see also id. at 315-20.

During the same time period, Novo revised the
PRANDIN® label pursuant to an FDA directive “re-
questing changes to the professional labeling of all
oral anti-diabetic drugs.” J.A. 163. FDA required
Novo to “[r]eplace all the separate indications (e.g.,
monotherapy, combination therapy, and initial or se-
cond-line therapy) with the following sentence:
‘Prandin is indicated as an adjunct to diet and exer-
cise to improve glycemic control in adults with type 2
diabetes mellitus.” Id. at 164.

In May 2009, after providing notice to FDA and
in consultation with its regulatory counsel (J.A. 404,
407-09), Novo submitted an amended FDA Form
3542 “to amend the use code relating to [the 358 pa-
tent] to correspond with the change in labeling re-
quired by FDA in [its directive].” Id. at 483; see also
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id. at 408. The amended Form 3542 states:

4.1 Does the patent claim ona or more appraved methods of using the approved drug product?

A ves One
4.2 Patent Claim Number(s) (as listed in the patent} | Does (Do) the patent claim(s) referenced in 4.2 claim an
Claim 4 approved method of use of the approved drug product? £/ Yes O no
4.2a It the answerto 4.21s Use: (Submit indication or method of use information as idenlified specifically in the approved labeling.)

“Yes," identlly the use . . N . o . -
with specific reference to INDICATIONS AND USAGE: An adjunct to diet and exercise to improve glycemic coatrol in adults with type

the approved labeling for | 2 dizbetes mellitus; CLINICAL PHARMACOLOGY (Combination Trials) and DOSAGE &
the drug product. ADMINISTRATION sections of the approved label..

4.2b If the answer to 4.2 is Use: (Submit the iption of the ion or method of use that you propose FDA include as

~Yes," also provide the the "Use Code” in the Orange Book, using no more than 240 lotal characlers including spaces.)
information on the A method for improving glycemic control in adults with type 2 diabetes mellitus.

indication or method of
use for the Orange Book
“Use Code" dascription.

FDA will not list the patent in the Orange Book as clalming the method of use If:
o the answer to question 4.1 or 4.2 ia “*No,” or

s ifihe answer 1o 4.2 is "Yes" and the information requested in 4.25 and 4.2b Is not provided In full.

Id. at 485-86.

Caraco challenged the amended use code, invok-
ing FDA’s administrative review process under 21
C.F.R. § 314.53(f). See J.A. 331-39. FDA instituted
the review procedures mandated by its regulation.
Id. at 340-41, 374-75. Following that review, FDA
accepted the revised use code and published it in the
Orange Book: “U-968—A method for improving gly-
cemic control in adults with type 2 diabetes melli-
tus.” Id. at 592. Caraco did not seek judicial review
of this FDA decision under the Administrative Pro-
cedure Act.

T TR

FDA then determined that Novo’s request for re-
consideration was “moot” in light of the new use
code, as the “factual predicate” on which FDA’s per-
missive decision had rested no longer applied. J.A.
369-73. FDA declined to allow Caraco to carve rep-
aglinide-metformin combination therapy out of its
label (id. at 377, 723), “because that would leave
[Caraco’s] labeling without any approved indication,
rendering its drug not safe and effective.” U.S.
Br. 12. Instead, FDA directed Caraco to “submit an
updated patent certification addressing the ['358] pa-
tent and its associated use code,” and to amend its
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ANDA to “[aldd back” information about the combi-
nation therapy into the labeling. J.A. 377-78; see al-
so 21 C.F.R. § 314.53(f) (ANDA must “contain an ap-
propriate certification for each listed patent”). Cara-
co neither complied with FDA’s ruling by making a
Paragraph IV certification nor challenged it under
the APA, electing instead to maintain its section viii
statement as to Claim 4. J.A. 342-68.

4. In a counterclaim filed on June 11, 2009—
more than a year after its conversion to section viii—
Caraco requested, “[ulnder 21 U.S.C.
§ 355(3)(5)(C)(ii),” an order “requiring [Novo] to cor-
rect the use code information submitted by [Novo].”
J.A. 366 1 97. Novo opposed on the ground that both
the cause of action asserted and the relief sought
were not authorized by that counterclaim provision,
and because there is nothing to “correct” about the
revised use code, which—as established by the unop-
posed declaration of Novo’s FDA expert (id. at 414-
33)—complies with all applicable regulations and di-
rectly tracks the FDA-mandated indication.2

a. Without any reference to the statutory text,
the district court rejected Novo’s position that the
counterclaim was unauthorized (Pet. App. 95a-96a)
and ordered Novo to “submil[t] to FDA an amended
Form FDA 3542 that reinstates its former U-546 list-
ing for Prandin and describes claim 4 of the ’358 pa-
tent in section 4.2b as covering ‘the use of rep-

2 Novo also argued that FDA was a necessary party because
Caraco’s challenge was (and still is) a collateral attack on FDA’s
administration of the Orange Book. See D.E. 373, at 10-11. To
this day, FDA has not participated in these proceedings as a
party or an amicus.
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aglinide in combination with metformin to lower
blood glucose.” Id. at 65a-66a.

b. The Federal Circuit vacated the injunction.
Pet. App. 1a-52a.

“[D]etect[ing] no ambiguity in the statutory lan-
guage,” the court held that “the Hatch-Waxman Act
authorizes a counterclaim only if the listed patent
does not claim any approved methods of using the
listed drug.” Pet. App. 12a. Because Caraco conced-
ed that the listed patent “does claim an approved
method of use” (J.A. 688-89), the counterclaim was
not available to Caraco.

The court also held that “the terms of the coun-
terclaim provision do not authorize an order compel-
ling the patent holder to change its use code narra-
tive.” Pet. App. 14a-15a. That is because the coun-
terclaim provision authorizes an order compelling
the patentee “to correct or delete the patent infor-
mation submitted ... under subsection (b) or (c)” (21
U.S.C. § 355(3)(5)(C)(ii)I)), 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)).

Judge Clevenger, who “agree[d] with Judge Rad-
er’s analysis of the relevant statutory provisions in
this case and therefore join[ed] [his] opinion,” 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, arguing that “[a]n error in
an Orange Book use code” should be “subject to cor-
rection” under the counterclaim provision. Pet. App.
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43a; see also id. at 53a-64a (Gajarsa, J., dissenting
from denial of rehearing) (similar).

5. Following the Federal Circuit’s decision, pro-
ceedings on the remaining issues resumed in the dis-
trict court.

Novo renewed its motion to dismiss for lack of
subject-matter jurisdiction, arguing that Caraco’s
conversion from a Paragraph IV certification to a
section viii statement defeated the jurisdictional ba-
sis for suit. The district court, however, denied that
motion. Opp. App. 1la-10a.

On January 19, 2011, after a bench trial, the dis-
trict court found Claim 4 invalid and unenforceable.
Opp. App. 11a-106a. Novo’s appeal from that judg-
ment has been stayed pending the Court’s decision in
this case. Novo Nordisk A/S v. Caraco Pharm.
Labs., Ltd., No. 2011-1223 (Fed. Cir. July 27, 2011).

SUMMARY OF ARGUMENT

Caraco cannot even invoke, much less secure re-
lief under, the Hatch-Waxman Act’s counterclaim
provision.

I. Caraco’s conversion from a Paragraph IV cer-
tification to a section viii statement precludes the
federal courts from entertaining the counterclaim.

A Paragraph IV certification is an act of patent
infringement that vests the federal courts with juris-
diction (35 U.S.C. § 271(e)(2)(A)), and Congress lim-
ited the counterclaim to Paragraph IV suits. See 21
U.S.C. § 355(3)(5)(C)(ii). Caraco, however, withdrew
its Paragraph IV certification with respect to the
claim-in-suit in April 2008—more than a year before
filing the counterclaim. Since then, it has proceeded
under a section viii statement, which represents that
there is no dispute regarding patent infringement.
Caraco’s conversion to section viii divested the feder-
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al courts of jurisdiction over this lawsuit, including
the subsequently filed counterclaim.

II. The Federal Circuit correctly construed the
counterclaim, which requires the generic applicant to
prove that “the patent does not claim ... an approved
method of using the drug” and limits the remedy to
“correct[ing] or delet[ing] the patent information
submitted ... under subsection (b) or (c¢).” 21 U.S.C.
§ 355(3)(5)(C)(ii).

A. A patent either claims an approved use or it
does not; the options are dichotomous. If the patent
claims an approved use, then it may be listed in the
Orange Book and the counterclaim is not available.
Caraco’s only response is to contend that “it can sim-
ultaneously be true that the patent both (1) ‘claims
an approved method of use’ and ‘does not claim an
approved method of use” (Caraco Br. 29-30), which is
every bit as nonsensical as it sounds. FDA requires
a “yes” or “no” answer to the question whether the
patent claims an approved method; “both,” as Caraco
would have it, is not an option.

The statutory phrase “not ... an approved use” is
equivalent to “no approved use”—the counterclaim-
ant has the burden of proving that the listed patent
does not claim any approved uses. This construction
accords with both common sense and standard
grammar. Caraco tries to avoid this conclusion by
inverting the language of the statute—“the generic
can point to ‘an approved method’ that the patent
‘does not claim™ (Caraco Br. 29 (emphasis omit-
ted))—so that the counterclaim would apply if the
patent does not claim the singular use for which the
generic applicant seeks carve-out approval. Id. at 27;
see also U.S. Br. 15. But other provisions refer spe-
cifically to “a method of use patent which does not
claim a use for which the applicant is seeking ap-
proval.” 21 U.S.C. § 355(j)(2)(A)(viii) (emphasis add-
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ed). Congress’s decision not to draft the counter-
claim similarly must be given effect.

A patent is properly listed in the Orange Book if
it claims “a method of using such drug.” 21 U.S.C.
§ 355(b)(1). Caraco concedes that this means any
approved use, and affording the various provisions of
the Hatch-Waxman Act a “complementary” reading
(Eli Lilly & Co. v. Medtronic, Inc., 496 U.S. 661, 673
(1990)) requires interpreting the counterclaim’s ref-
erence to “an approved use” in the same way.

The history and purpose of the counterclaim fur-
ther confirm that it is available only if the patent
does not claim any approved use. As Caraco
acknowledges, the construction afforded the counter-
claim by the court below fully addresses the problem
that Congress set out to address. Additional adjust-
ments to this complex regime are for Congress, not
this Court, to implement. See Microsoft Corp. v.
AT&T Corp., 550 U.S. 437, 457 (2007). At bottom,
the counterclaim is a delisting provision; if a patent
is properly listed in the Orange Book, as Novo’s pa-
tent concededly is, then the counterclaim is not
available.

B. The counterclaim extends only to the “patent
information submitted ... under subsection (b) or (c)”
of Section 505; the referenced subsections, in turn,
require submission (and publication) only of “the pa-
tent number and the expiration date.” 21 U.S.C.
§ 355(b)(1), (c)(2). Contrary to Caraco’s assertion,
“patent information” does not include the use code
narrative.

Caraco argues that “patent information” also in-
cludes anything else that FDA might by regulation
require an innovative manufacturer to provide. That
contention cannot be reconciled with the statutory
text, which does not even hint that the “patent in-
formation submitted ... under” Section 505(b) and (c)
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includes non-statutory submissions, or with the
structure of the statute, which repeatedly uses
“submitted under” to mean statutory patent infor-
mation. Moreover, many other provisions expressly
incorporate regulatory requirements; Congress’s de-
cision not to do so in the counterclaim must be re-
spected.

The drafting history of the counterclaim conclu-
sively refutes Caraco’s argument. A predecessor bill
would have expanded the statutorily required “pa-
tent information” to include a number of additional
things, including “the approved use covered by the
claim,” and would have been broad enough to author-
ize a judicial action to “correct” this newly required
information—the very relief Caraco seeks here. That
bill, however, did not pass into law. Instead, pursu-
ant to a much narrower legislative compromise, the
counterclaim was limited to challenging the patent
number and expiration date. Caraco is now asking
this Court to adopt, by judicial fiat, that which Con-
gress was unwilling or unable to enact.

ITII. Injunctive relief is not warranted because
“there is nothing illegal, or even incorrect, about No-
vo’s current use code.” Pet. App. 21a (Clevenger, J.,
concurring).

Caraco’s principal complaint is that Novo’s use
code narrative does not accurately describe the
“scope” of Novo’s patent. But a patent’s scope is de-
fined by its claims, and is subject to the detailed re-
quirements of the Patent Act; the Hatch-Waxman
Act does not require these intricacies to be boiled
down to a 240-character entry on an FDA form. Ra-
ther, FDA itself recognizes that the use code narra-
tive serves solely a notice function and is “not meant
to substitute for the [ANDA] applicant’s review of the
patent and the approved labeling.” 68 Fed. Reg.
36,676, 36,683 (June 18, 2003).
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FDA has expressly authorized use code narra-
tives based on “a description of each approved meth-
od of use or indication.” 21 C.F.R.
§ 314.53(c)(2)(i1)(P)(1) (emphasis added). Novo has
elected to base its use code narrative—for this pa-
tent, as for other listed patents in its portfolio—on
the approved indication for the drug. This is con-
sistent with FDA’s guidance and, indeed, with use
code narratives drafted by FDA itself. After all, FDA
regulates drugs, including their labels (which must
recite approved indications), not patents.

Caraco’s objection to Novo’s current use code
narrative is really a collateral attack on FDA’s
longstanding decision to allow indication-based use
codes. But that is not what the counterclaim is for.
Rather, the appropriate avenue of judicial relief
would have been a suit against FDA, in the appro-
priate forum, under the Administrative Procedure
Act. Caraco elected not to pursue that course; as a
result, all of its arguments that judicial review via
the counterclaim is “necessary” ring hollow.

ARGUMENT

To prevail before this Court, Caraco must clear a
series of obstacles, any one of which is sufficient to
bar its counterclaim.

Caraco must establish the jurisdictional prereq-
uisite to the counterclaim—a viable Paragraph IV
dispute—even though it withdrew its Paragraph IV
certification before filing the counterclaim. Caraco
must satisfy the predicate for invoking the counter-
claim—that the patent does not claim an approved
method of using the drug at issue—even though it
concedes that the patent does claim an approved
method of using repaglinide. Caraco must fit itself
within the counterclaim’s remedial scope—which au-
thorizes correction or deletion only of the patent
number and expiration date—even though the use
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code narrative is neither. And Caraco must demon-
strate the need for judicial intervention—that is,
that Novo’s current use code narrative requires “cor-
rect[ion]”—even though that use code complies with
all applicable rules.

Caraco cannot overcome any of these hurdles,
much less all of them.

I. CARACO CANNOT PURSUE THE
COUNTERCLAIM SINCE IT SWITCHED TO
SECTION VIII

The Hatch-Waxman Act provides for jurisdiction
in ANDA cases only if the generic applicant main-
tains a Paragraph IV certification with respect to the
patent claim(s) at issue. See Eli Lilly & Co. v. Med-
tronic, Inc., 496 U.S. 661, 678 (1990); see also 35
U.S.C. § 271(e)(2)(A). The counterclaim, likewise, is
available only in Paragraph IV litigation. See 21
U.S.C. § 355(3)(5)(C)(1i). Yet Caraco does not now
have—and did not have at the time the counterclaim
was filed—a Paragraph IV certification as to the sole
patent claim at issue. Rather, Caraco amended its
ANDA in April 2008 to assert only a section viii
statement, thus depriving the federal courts of juris-
diction and destroying the statutory prerequisite for
invoking the counterclaim.

An ANDA applicant may maintain either a Par-
agraph IV certification or a section viii statement as
to a given patent claim, but not both. Purepac
Pharm. Co. v. Thompson, 354 F.3d 877, 880 (D.C.
Cir. 2004). A Paragraph IV certification is appropri-
ate when an innovator’s patent “claims a use” of the
drug for which the ANDA filer seeks approval. 21
U.S.C. §355(3)(2)(A)vii). The ANDA applicant
acknowledges the applicability of the patent, while
certifying that it “is invalid or will not be infringed”
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by the manufacture, use, or sale of the generic drug.
Id. § 355(G)(2)(A)(vii)(IV). By contrast, a section viii
statement asserts that the innovator’s patent “does
not claim a use” for which the ANDA filer seeks ap-
proval. Id. § 355()(2)(A)(viii). Paragraph IV certifi-
cations and section viii statements are thus mutually
exclusive: “[E]ither the applicant is seeking approval
for the use claimed in the patent, or it is not.” Pure-
pac, 354 F.3d at 880 (internal quotation marks omit-
ted).

The choice between these two alternatives has
significant consequences for federal jurisdiction. A
Paragraph IV certification indicates the applicant’s
intent to sell a potentially infringing product and
constitutes an “artificial act of infringement,” thus
“enabl[ing] the judicial adjudication” of claims for in-
fringement and patent invalidity. Eli Lilly, 496 U.S.
at 678; see also 35 U.S.C. § 271(e)(2)(A). In contrast,
a section viii statement represents that there is no
controversy between the parties regarding patent in-
fringement. Purepac, 354 F.3d at 880; see also Col-
leen Kelly, The Balance Between Innovation and
Competition: The Hatch-Waxman Act, the 2003
Amendments, and Beyond, 66 Food & Drug L.J. 417,
424 (2011) (section viii statement “does not consti-
tute an act of infringement like a Paragraph IV certi-
fication”).

The Hatch-Waxman counterclaim does not pro-
vide any freestanding basis for federal jurisdiction; it
may be invoked only if the patent holder “brings a
patent infringement action against the applicant.”
21 U.S.C. § 355(j)(5)(C)(ii). The only such action that
may be brought before FDA approves an ANDA is
where a Paragraph IV certification has been made.
35 U.S.C. § 271(e)(2)(A). The jurisdictional basis for
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the counterclaim is therefore coterminous with a
Paragraph IV certification.

Congress expressly provided that the counter-
claim provision “does not authorize the assertion” of
the counterclaim “in any civil action or proceeding”
other than a Paragraph IV lawsuit. 21 U.S.C.
§ 355(3)(5)(C)(ii)(ITI). In contrast to the original bill
(S. 812), which would have permitted stand-alone
challenges, the enacted provision reflects the legisla-
tive compromise to tie the counterclaim to Paragraph
IV litigation. See H.R. Rep. No. 108-391, at 836
(2003) (Conf. Rep.) (counterclaim applies in “para-
graph IV patent suit by an ANDA applicant seeking
removal of a patent listed in the Orange Book”).

Although Caraco originally filed a Paragraph IV
certification with respect to Claim 4 of the 358 pa-
tent, initially creating jurisdiction for this lawsuit, it
subsequently (in April 2008) amended its ANDA by
withdrawing the Paragraph IV certification and re-
placing it with a section viii statement. J.A. 175.
This amendment divested the federal courts of juris-
diction over any challenges involving Claim 4 of the
’358 patent. See Arizonans for Official English v. Ar-
izona, 520 U.S. 43, 67 (1997) (a justiciable controver-
sy must exist at all stages of a lawsuit). Novo moved
to dismiss on that basis. See D.E. 92, 478.

The district court recognized that “a section viii
statement, unlike a Paragraph IV certification, does
not constitute an act of infringement sufficient to in-
voke subject matter jurisdiction.” Opp. App. 7a. It
concluded, however, that Caraco “was pursuing both
a paragraph IV certification and a section viii state-
ment with respect to the ’358 patent.” Id. at 10a
(emphases added). This ruling contravenes the con-
trolling regulation, which provides that “[o]nce an
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amendment ... is submitted, the application will no
longer be considered to contain the prior certifica-
tion.” 21 C.F.R. § 314.94(a)(12)(viii). And the regu-
lation accords with common sense: An ANDA filer
logically cannot certify both that it is seeking ap-
proval for a use not claimed by an Orange-Book-
listed patent (section viii) and that the same use is
claimed by a listed patent that is invalid or not in-
fringed (Paragraph IV). See 59 Fed. Reg. 50,338,
50,347 (Oct. 3, 1994). Thus, as the government ex-
plains (and Caraco does not dispute), “FDA does not
... permit a simultaneous paragraph IV certification
and section viii statement to the same claim of a par-
ticular patent.” U.S. Cert. Br. 8 n.1; see also Pure-
pac, 354 F.3d at 880 (“patent ANDA applicants use
either a paragraph IV certification or a section viii
statement—they may not use both”).

Since Caraco amended its ANDA in April 2008,
more than a year before filing its counterclaim, there
has been no case or controversy between Novo and
Caraco within the meaning of Article III; Caraco’s
ANDA does not constitute an “artificial act of in-
fringement” (Eli Lilly, 496 U.S. at 678) on which
statutory jurisdiction could be predicated under 35
U.S.C. § 271(e)(2)(A); and there is therefore no “pa-
tent infringement suit” that could support a counter-
claim under the 2003 amendments.3

3 The government has previously implied that, if a counter-
claim were filed while there is a pending Paragraph IV certifi-
cation, jurisdiction would not be lost by a later conversion to
section viii. U.S. Cert. Br. 22. Assuming, dubitante, that could
be right, here Caraco converted to section viii before filing the
counterclaim. It is perhaps for this reason that the govern-
ment’s merits brief, like Caraco’s, is silent on jurisdiction.
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This result should not surprise. As Caraco itself
acknowledges, section viii “is designed to avoid liti-
gation.” Caraco Br. 43. The counterclaim is never
available if an ANDA applicant chooses to proceed
under section viii rather than Paragraph IV, as Car-
aco did, because by definition there is no patent in-
fringement litigation. See note 7, infra. Caraco’s ini-
tiation and maintenance of the counterclaim, includ-
ing in this Court, founders on that barrier—yet Car-
aco does not even address it.

II. THE FEDERAL CIRCUIT CORRECTLY
CONSTRUED THE SCOPE OF THE
COUNTERCLAIM

The Hatch-Waxman counterclaim provides that,
if the ANDA applicant proves in a Paragraph IV law-
suit that “the patent does not claim ... an approved
method of using the drug,” then the court may order
the NDA holder “to correct or delete the patent in-
formation submitted ... under subsection (b) or (c) of
this section.” 21 U.S.C. § 355(G)(5)(C)(ii).4

As the Federal Circuit correctly concluded, Cara-
co’s attempt to invoke this counterclaim provision is
foreclosed by the statutory language in two sepa-
rate—and  independently  dispositive—respects.
First, the counterclaim is unavailable where, as here,
the patent-in-suit does claim “an approved method of
using the drug.” This is true even if the patent does
not claim all approved methods. Pet. App. 11a-14a.
Second, even where the counterclaim is available,
the “patent information” subject to correction or dele-
tion is limited to the patent number and expiration

4 The counterclaim and “complementary” provisions of Sec-
tion 505 (see Eli Lilly, 496 U.S at 673) are excerpted in the
statutory addendum, infra.
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date, and thus does not include the use code narra-
tive. Id. at 11a-16a.

A. THE COUNTERCLAIM IS NOT AVAILABLE
WHERE, AS HERE, THE PATENT CLAIMS
AN APPROVED METHOD OF USE

The counterclaim provision requires the generic
competitor to prove that the listed patent “does not
claim ... an approved method of using the drug.” 21
U.S.C. § 355()(5)(C)(ii); see also U.S. Br. 18-19. Car-
aco concedes, however, that Novo’s patent “does
claim an approved method of use.” J.A. 688-89; see
also id. at 396 (acknowledging that Novo’s patent
“covers an FDA-approved method of using the refer-
enced drug”). The counterclaim is therefore unavail-
able.

1. A patent either “claim[s] an approved method”
of using a particular drug, or it does not. This di-
chotomy is at the heart of the Hatch-Waxman Act’s
patent listing requirements, and was expressly
adopted by Congress in the counterclaim. A patent
that “claim[s] an approved method of use” for a drug
cannot simultaneously be said “not [to] claim an ap-
proved method of use” for that drug; the two modes
are dichotomous.

Caraco asserts that this straightforward reading
of the statutory language “rests on a logical fallacy”
because, in its view, “whether the patent claims an
approved method of use” is not “necessarily an ei-
ther-or-proposition.” Caraco Br. 29. Indeed, an es-
sential component of Caraco’s argument is that “it
can simultaneously be true that the patent both
(1) ‘claims an approved method of use’ and (2) ‘does
not claim an approved method of use.” Id. at 29-30.
Nonsense. To be sure, as a matter of quantum me-
chanics, “[e]lementary particles can both exist and
not exist at the same time.” Kusay v. United States,
62 F.3d 192, 194 (7th Cir. 1995). But “[jludicial pow-
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er needs a more predictable basis” (1bid.), and patent
claims, unlike Schrodinger’s cat, cannot be in multi-
ple, inconsistent states at once.

The language enacted by Congress means that
the counterclaim is available only if “the listed pa-
tent does not claim any” (or, equivalently, claims no)
“approved method of using the drug.” Pet. App. 12a.
Caraco protests that “Congress did not say ‘any’; it
said ‘an.” Caraco Br. 23. But what Congress actual-
ly said was “not ... an.” As the Federal Circuit cor-
rectly recognized, “[wlhen an indefinite article is pre-
ceded and qualified by a negative, standard grammar
generally provides that [it] means ‘any.” Pet. App.
12a. That is because the construction “not ... an”
equates to “none.” Shorter Oxford English Diction-
ary (5th ed. 2002) (defining “an” with a “preceding
negative” to mean “none at all of, no—of any kind,
not even one”); see also, e.g., American Heritage Dic-
tionary of the English Language 1 (4th ed. 2000)
(“not a drop to drink”). Contemporaneous dictionar-
ies consistently include this definition of “a” or “an”
in the context of a negative formulation.® While
Caraco dismisses these as “secondary definitions”
(Caraco Br. 26), they are the only definitions appli-
cable where, as here, the article is preceded and
qualified by a negative (“does not claim”), and Caraco
does not cite a single definition or other authority

5 See, e.g., Random House Webster’s Unabridged Dictionary
(2d ed. 2001) (“any; a single: not a one”); Oxford American Col-
lege Dictionary (2002) (“[with negative] one single; any: I ha-
ven’t a thing to wear”); Microsoft Encarta College Dictionary
(2001) (“ANY used in negative structures to emphasize a com-
plete absence of something,” as in “He doesn’t have a hope!”);
Webster’s II New Collegiate Dictionary (3d ed. 2005) (“Any < not
a bite to eat>"); Oxford American Dictionary and Thesaurus
with Language Guide (2003) (“one single (not a thing in sight)”).
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that disagrees with this construction or states a con-
trary rule.

Caraco, implicitly acknowledging that it cannot
satisfy the statutory requirement as written, is
forced to concoct strained (and irrelevant) hypotheti-
cals. See Caraco Br. 26-28; see also U.S. Br. 22 n.2
(same). They serve only to confirm that, on Caraco’s
reading, an ANDA applicant may invoke the coun-
terclaim if it can identify any “approved method’
that the patent ‘does not claim.” Caraco Br. 29 (em-
phasis omitted). That would bring the counterclaim
into play unless the patent claimed “all approved
methods” of use. Pet. App. 12a. The statute, howev-
er, says no such thing.

To make its proposed construction work, Caraco
has to invert the statutory language: According to
Caraco, the counterclaim is available if “the generic
can point to ‘an approved method’ that the patent
‘does not claim.” Caraco Br. 29 (emphasis omitted).
This inversion, however, requires substituting a def-
inite article (“the”) for the indefinite article (“an”)
that Congress actually used. As Caraco admits, it
reads the statute as referring to “a single approved
method of using the drug”—that is, the “particular
approved method of use” invoked by the ANDA filer.
Id. at 27 (emphasis added). Caraco repeatedly re-
minds the Court that “[c]hang[ing] an ‘an’ to a ‘the’
... goles] from huge savings to huge cost.” Examin-
ing the Senate and House Versions of the “Greater
Access to Affordable Pharmaceuticals Act”: Hearing
Before the Senate Comm. on the Judiciary, 108th
Cong. 119 (2003) (Sen. Schumer). But that is precise-
ly what Caraco is attempting to do.

The government, for its part, claims that the rel-
evant statutory inquiry is whether the patent “does
not claim ... the approved use for which [the generic
company]| seeks carve-out labeling under section
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viii.” U.S. Br. 15 (emphasis added). As with Cara-
co’s formulation, the government would impermissi-
bly convert the article from indefinite to definite.
Moreover, where Congress intended to impose addi-
tional limitations or qualifications on “approved use,”
it did so expressly. Thus, section viii statements are
appropriate only “[i]f ... information was filed under
subsection (b) or (c) of this section for a method of
use patent which does not claim a use for which the
applicant is seeking approval.” 21 U.S.C.
§ 355(j)(2)(A)(viii) (emphasis added).6 Congress’s de-
cision to include such “language in one section of a
statute but omi[t] it” elsewhere must be presumed
“intentionall] and purposelfull.” Bates v. United
States, 522 U.S. 23, 29-30 (1997). And adding the
language to a provision “from which it is conspicu-
ously absent,” of course, “more closely resembles in-
venting a statute rather than interpreting one.”
Hardt v. Reliance Standard Life Ins. Co., 130 S. Ct.
2149, 2156 (2010) (internal quotation marks omit-
ted).

2. The Federal Circuit’s interpretation of the
counterclaim provision is also consistent with this
Court’s requirement that the Hatch-Waxman Act be
“taken as a whole.” Eli Lilly, 496 U.S. at 669. The
Hatch-Waxman Act requires listing of patents that

6 FDA interprets “does not claim a use” in this provision as
referring to any use covered by the patent. See 21 C.F.R.
§ 314.94(a)(12)(ii1)(A) (allowing section viii statement if “the
labeling for the drug product for which the applicant is seeking
approval does not include any indications that are covered by
the use patent” and requiring “a statement explaining that the
method of use patent does not claim any of the proposed indica-
tions” (emphases added)). Caraco does not explain why the
same construction should not be applied to the counterclaim’s
similar language.
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claim “a method of using such drug” (21 U.S.C.
§ 355(b)(1)), and the counterclaim is available if the
owner of a patent “for the drug ... a use of which is
claimed by the patent” initiates an infringement ac-
tion (id. § 355(3)(5)(C)(ii)(I)). In both instances it is
clear from context that the indefinite article “a”
means any—as Caraco has previously admitted. Pet.
C.A. Br. 38 n.2 (“an NDA holder may list a patent if
it covers any approved use”). Reading “an approved
method” the same way is the only way to harmonize
the statute as a whole. See, e.g., Powerex Corp. v. Re-
liant Energy Servs., Inc., 551 U.S. 224, 232 (2007)
(“identical words and phrases within the same stat-
ute should normally be given the same meaning”).

The Hatch-Waxman Act’s listing provisions pro-
vide a particularly compelling parallel with the coun-
terclaim. For a method-of-use patent to be properly
listed in the Orange Book, it must “claifm] ... a
method of using such drug.” 21 U.S.C. § 355(b)(1).
An Orange Book listing is improper, therefore, if the
patent does not “clailm] ... a method of using such
drug.” Thus, the counterclaim provision operates to
remove from the Orange Book those method-of-use
patents that were not properly listed in the first
place, and puts the burden on the counterclaimant to
prove that the listing is improper. See Caraco Br. 29
(acknowledging that the generic company “bears the
burden of proof under the statute”). A patent is ei-
ther correctly listed in the Orange Book or it is not—
as with the counterclaim provision, the listing re-
quirement turns on the dichotomy between patents
that “claim ... an approved method of use” and those
that do not. It is an either-or proposition.

This is, moreover, how the listing requirements
have consistently been applied by FDA. Form 3542
asks simply: “Does the patent ... claim an approved
method of use of the approved drug product?” J.A.
98. There are only two possible answers to this ques-
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tion: “Yes” and “No.” Ibid. Dichotomous again. The
patent holder cannot answer, as Caraco’s theory
would require, “Both” (or “Yes, but not all”). And if
the patent holder checks “No,” then the patent can-
not be listed in the Orange Book at all. Id. at 99.

Eli Lilly—this Court’s only previous foray into
the wilds of the Hatch-Waxman Act—recognized that
the Act’s provisions should be construed in a “com-
plementary” manner. 496 U.S. at 673. Contrary to
Caraco’s assertion (at 42-45), this does not mean that
the counterclaim should be harmonized with section
viii; the counterclaim has nothing to do with section
viii.” Rather, the complementariness principle de-
mands that the counterclaim be construed in parallel
with the listing requirements of Section 505(b) and
(c)—which, unlike section viii, are actually cross-
referenced in the counterclaim itself.

As Caraco concedes, Novo’s patent was properly
listed in the Orange Book because it “[d]oes ... claim
an approved method of use of the approved drug
product.” J.A. 98; see also id. at 396 (Caraco’s con-
cession that the ’358 patent is “properly listed in the
Orange Book”). Accordingly, Caraco’s assertion that,
for purposes of the counterclaim provision, the pa-
tent “does not claim ... an approved method of us[e]”

7 Caraco’s suggestion that “Section viii and the counterclaim
were meant generally to be complementary” (Caraco Br. 47 (in-
ternal quotation marks omitted)), like the government’s view
that the counterclaim “facilitate[s] the section viii process” (U.S.
Br. 21), overlooks that the statute makes them mutually exclu-
sive: If an ANDA applicant elects to proceed through section
viii, the counterclaim is categorically unavailable. Consequent-
ly, Caraco’s lament that the decision below “eviscerate[s]” sec-
tion viii (Caraco Br. 41) is meaningless.
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(21 U.S.C. § 355(G)(5)(C)(i1)) is at war with the statu-
tory scheme.

3. The drafting history of the counterclaim fur-
ther confirms that it is unavailable here. The coun-
terclaim was enacted to “correct the specific issue
raised” in Mylan Pharmaceuticals, Inc. v. Thompson,
268 F.3d 1323 (Fed. Cir. 2001)—that is, “to deter pi-
oneering manufacturers from listing patents that
were not related at all to the patented product or
method.” Pet. App. 13a.

a. In Mylan, the Federal Circuit held that a ge-
neric competitor could not seek a court order requir-
ing a patentee to delist an improperly listed patent
because it “did not claim ... an approved method of
using [the drugl.” 268 F.3d at 1331. Because a
delisting cause of action was not explicitly authorized
by the Hatch-Waxman Act, the court reasoned that
Mylan’s suit was “an impermissible attempt by a
private party to enforce the FDCA.” Id. at 1329-30
(citing Buckman Co. v. Plaintiffs’ Legal Comm., 531
U.S. 341 (2001)). Congress responded with the coun-
terclaim, which (echoing the language of Mylan) is
available only where “the patent does not claim ... an
approved method of using the drug.” 21 U.S.C.
§ 355(G)(5)(C)(ii)(I)(bb); see also Pet. App. 2la
(Clevenger, J., concurring) (“The counterclaim stat-
ute ... was designed to cure the situation presented
in Mylan”).

Caraco concedes that the Federal Circuit’s inter-
pretation of the counterclaim fully accounts for “the
problem in the Mpylan case.” Caraco Br.31. It
claims, however, that the counterclaim was designed
to remedy a broader range of “improper Orange Book
listings” and that “[t]he legislative history contains
no significant discussion of Mylan.” Id. at 31-32.
This grossly mischaracterizes the historical record.



35

In the debates leading to enactment of the coun-
terclaim provision, Members of Congress were fo-
cused on several publicized instances of perceived
abuse. See Kelly, supra, at 435-39 (summarizing leg-
islative background). As the initial patent for a
drug’s active ingredient neared expiration, and after
the generic had filed its ANDA and certified to the
patents previously listed in the Orange Book for a
particular drug, some branded companies would list
one or more additional patents in the Orange Book
related to relatively minor aspects of the underlying
drug—such as, for example, “the color or the design
of the packaging or the scoring of the pill that really
did not indicate a different or improved use for the
product.” 148 Cong. Rec. S6844 (July 16, 2002) (Sen.
Collins). Whether these late-listed, additional pa-
tents actually claimed the approved drug or an ap-
proved use of the drug was questionable, but their
inclusion in the Orange Book would nonetheless re-
quire the ANDA applicant to provide a Paragraph IV
certification that would lead to a 30-month stay.
And because, at that time, there was no limit on the
number of 30-month stays, some branded companies
could take advantage of this strategy indefinitely—
thus “evergreening” their patents. Id. at S6828-29
(Sen. Kennedy).

According to several legislators, the Mylan litiga-
tion exemplified this perceived abuse. See, e.g., 148
Cong. Rec. S7637 (July 31, 2002) (Sen. Schumer)
(“Problems caused by th[e] [multiple 30-month stay]
provision are illustrated by the facts of the Buspar
litigation”); 148 Cong. Rec. S7344 (July 25, 2002)
(Sen. Hatch) (“We all know of the now infamous case
of the drug, Buspar”). The NDA holder owned an
Orange-Book-listed patent for BuSpar, an FDA-
approved anti-anxiety medication that contained the
ingredient buspirone. 268 F.3d at 1327. Hours be-
fore the BuSpar patent expired, the branded compa-
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ny submitted to FDA a new patent, which claimed a
process for treating anxiety by introducing an active
metabolite of buspirone into the body. Id. at 1328.
This patent was not properly listed because it
claimed only a metabolite of buspirone rather than
the drug itself. Ibid. But existing law, the Federal
Circuit held, did not provide Mylan with any oppor-
tunity to seek a judicial order delisting the patent on
the ground that it “did not claim ... an approved
method of using [the drug].” Id. at 1331.

Congress’s primary response to Mylan and like
cases was to reform the 30-month stay provision,
eliminating repeated stays with respect to the same
drug. See 21 U.S.C. § 355()(5)(B). Congress also
adopted a narrow counterclaim provision to address
the specific problem in Mylan: patents that should
never have been listed in the Orange Book.

[144

Caraco suggests, erroneously, that the “abusive
practices in the pharmaceutical industry” addressed
by Congress included use code narratives. Caraco
Br. 10 (quoting 149 Cong. Rec. S15,745 (Nov. 24,
2003) (Sen. Schumer)). According to Caraco, for in-
stance, “FDA ... urged that, to resolve problems with
the scope of patent use codes, ‘the courts are the ap-
propriate mechanism.” Id. at 32 (quoting 68 Fed.
Reg. 36,676, 36,683 (June 18, 2003)). What FDA ac-
tually said was that “[a] fundamental assumption of
the Hatch-Waxman Amendments is that the courts
are the appropriate mechanism for the resolution of
disputes about the scope and validity of patents.” 68
Fed. Reg. at 36,683 (emphasis added). Similarly,
although Caraco implies (at 33) that Senator Gregg’s
reference to “those issues” (149 Cong. Rec. S8193
(June 19, 2003)) had something to do with use code
narratives, he was instead referring to “interminable
[30-month] stays” and generic companies “tak[ing]
advantage of the 180-day exclusivity clause”™—both of
which were “addresse[d] ... very conscientiously” by
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the statute. Ibid. No Member of Congress ever dis-
cussed use code narratives in connection with the
2003 amendments, and Caraco’s contrary suggestion
is unadulterated revisionism.

Indeed, until August 2003, FDA itself wrote use
code narratives. See 68 Fed. Reg. at 36,683. Neither
Caraco nor the government explains how, when Con-
gress passed the counterclaim provision in June
2003, it could have intended to “combat” a “sort of
manipulation”—i.e., “submitting to FDA an over-
broad description of [a] method-of-use patent” (U.S.
Br. 17)—that was not even possible. Again, neither
the statute nor the legislative history contains even a
single reference to the issue of use code narratives;
Congress was, instead, focused on improperly listed
patents, and the solution it adopted was narrowly
tailored to solve that specific problem.

Caraco would prefer that Congress have adopted
a broader provision that addressed other purported
(but unidentified) “abuses,” but this is nothing more
than a policy-based plea to extend the counterclaim
beyond the Mylan situation that Congress set out to
address—and, indeed, to resurrect a bill that Con-
gress was unwilling or unable to pass. If the coun-
terclaim is to be extended 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 consider, and to close if it finds such ac-
tion warranted”); see also 62 Cases of Jam v. United
States, 340 U.S. 593, 600 (1951).

b. Caraco contends, however, that reading the
counterclaim provision as limited to the Mylan situa-
tion would “render superfluous’ the term ‘correct.”
Pet. 32 (citing Astoria Fed. Sav. & Loan Ass’n v. So-
limino, 501 U.S. 104, 112 (1991)). Not so: If a patent
is improperly listed because it does not claim an ap-
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proved method of using the drug, then the court may
order either delisting or correction of the statutory
patent information.

In most cases in which a generic competitor
proves that the listed patent does not claim an ap-
proved method, the appropriate remedy will be
delisting. But if an error were made in listing a pa-
tent—for example, the wrong patent number were
submitted—the Hatch-Waxman counterclaim au-
thorizes the court to order correction of the statutory
patent information without requiring a resubmission
by the NDA holder. This could have important con-
sequences (including benefits for generic challengers)
under the various stay provisions of the Act. See
Kelly, supra, at 446-50.

Moreover, even if the statutory term “correc[t]”
has little or no independent work to do under the
Federal Circuit’s reading of the counterclaim, this
Court should not distort the remainder of the statute
to accommodate that single word. “Surplusage does
not always produce ambiguity,” and this Court’s
“preference for avoiding surplusage constructions is
not absolute.” Lamie v. U.S. Trustee, 540 U.S. 526,
536 (2004); see also Chickasaw Nation v. United
States, 534 U.S. 84, 94 (2001).

The statutory term “correct” is an artifact of the
earlier, failed bills that would have required submis-
sion of a much broader range of “patent information”
and permitted a suit to correct that information.
S. 812, 107th Cong. § 103(a)(2)(C), (E) (2002). When
Congress eliminated the submission requirements to
achieve legislative consensus, it modified the coun-
terclaim provision by adding the word “correct” to
the “delete” clause. At the same time, Congress con-
firmed its understanding that the counterclaim is—
primarily, if not exclusively—a delisting provision.
See H.R. Rep. No. 108-391, at 836 (counterclaim



39

available to “ANDA applicant seeking removal of a
patent listed in the Orange Book” (emphasis added)).

Where, as here, the patent is properly listed, the
counterclaim never comes into play. There is noth-
ing to delete—or correct.

B. THE COUNTERCLAIM DOES NOT REACH
USE CODE NARRATIVES

Caraco seeks a judicial order requiring Novo to
withdraw its current use code narrative and replace
it with one selected by Caraco. Even if the Hatch-
Waxman counterclaim were available, however, it
would not allow the remedy sought by Caraco. Ra-
ther, the only remedy authorized by statute is cor-
recting or deleting the “patent information submitted
by the [patent] holder under subsection (b) or (c)” of
Section 505. 21 U.S.C. § 355(G)(5)(C)(ii)(I). The only
such “patent information” is “the patent number and
the expiration date of any patent” covering the drug
or a method of use. Id. § 355(b)(1), (c)(2). It does not
extend to the use code narrative.

1. Section 505(b) requires NDA filers to submit
“the patent number and the expiration date of any
patent which claims the drug ... or which claims a
method of using such drug” and directs the Secretary
to “publish [the] information submitted under” this
clause. 21 U.S.C. § 355(b)(1) (emphases added). Sec-
tion 505(c) states that “[i]f the patent information de-
scribed in subsection (b) of this section could not be
filed with the submission of an application,” the
holder of an approved application “shall file 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).

Section 505 therefore makes clear that the “pa-
tent information” submitted under subsection (b) or
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(c)—the very phrase used in the counterclaim provi-
sion—is limited to the patent number and expiration
date. See IBP, Inc. v. Alvarez, 546 U.S. 21, 34 (2005)
(applying “the normal rule of statutory interpreta-
tion that identical words used in different parts of
the same statute are generally presumed to have the
same meaning”).

Caraco wants to rewrite the statute, arguing that
the “patent information submitted by the holder un-
der subsection (b) or (c)” really means any “patent
information submitted under FDA regulations.”
Caraco Br. 35; see also U.S. Br. 24 (“[p]atent infor-
mation” subject to the counterclaim “includes every-
thing FDA requires NDA holders to submit”). But
the only textual hook it asserts is that the counter-
claim “says ‘submitted ... under” rather than “speci-
fied in’ or ‘described in.” Caraco Br. 34; see also U.S.
Br. 24. This distinction is perfectly understandable;
after all, the counterclaim is referring to the content
of a patent holder’s submission to FDA, whereas the
provisions using “specified in” or “described in” in-
volve information that has not been “submitted.”®
But it is, in any event, a distinction without a differ-
ence: The counterclaim refers to information “sub-
mitted ... under” two specific provisions, each of
which provides for submission only of the patent

8 Section 505(c)(2) refers to “patent information described in
subsection (b),” for instance, because that provision is triggered
only if the information “could rnot be filed with the submission of
an application under subsection (b) of this section.” 21 U.S.C.
§ 355(c)(2) (emphasis added). Similarly, Section 505(d)(6) dis-
cusses the statutory remedy “[i]f the Secretary finds ... the ap-
plication failed to contain the patent information prescribed by
subsection (b).” Id. § 355(d)(6) (emphasis added); see also id.
§ 355(e)(4) (“the patent information prescribed by subsection (c)
of this section was not filed within thirty days”).
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number and expiration date—and not other infor-
mation, even if required by FDA regulation. See,
e.g., 21 CF.R. §314.53(c)(2)(ii)(J) (requiring NDA
holders to provide e-mail addresses for agents or rep-
resentatives); Pet. App. 211a (same).

Nor is Caraco correct that other provisions of the
Hatch-Waxman Act “us[e] the phrase ‘submitted un-
der’ ... when referring to patent information submit-
ted under FDA regulations.” Caraco Br. 35 (citing 21
U.S.C. § 355(c)(2), G)B)D)E)I(bb)CC)). In both of
the examples it cites, as in the counterclaim provi-
sion at issue here, the statute says absolutely noth-
ing about FDA regulations.

One of Caraco’s examples provides for forfeiture
of the exclusivity period otherwise available to the
first generic company to file a Paragraph IV certifi-
cation if that company fails to market its drug within
75 days after “[t]he patent information submitted
under subsection (b) or (¢) of this section is with-
drawn by the holder of the application approved un-
der subsection (b) of this section.” 21 U.S.C.
§ 355()(5)(D)A)(I)(bb)(CC). There is no basis in the
text of this provision to interpret it as referring to
any information other than patent number and expi-
ration date. (Otherwise, the NDA holder could pre-
cipitate a forfeiture merely by “withdraw[ing]” the e-
mail address of its agent or representative.) To the
contrary, the provision is designed to avoid delay by
the generic applicant after removal of the patent
from the Orange Book altogether.

Caraco’s other example provides that, “[ulpon the
submission of patent information under this subsec-
tion, the Secretary shall publish it.” 21 U.S.C.
§ 355(c)(2). But Caraco provides no reason to believe
that this publication requirement extends to whatev-
er additional information FDA chooses to require by
regulation; indeed, such an interpretation would
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mean, implausibly, that FDA would be in violation of
its statutory obligations if it were by regulation to re-
quire, but then decline to publish, information (such
as the e-mail addresses of agents or representa-
tives—which FDA does not in fact publish). The
proper view is that FDA “publishes th[e] patent in-
formation” submitted under Section 505(b) and (c)
“along with other information about the drug.” Val-
ley Drug Co. v. Geneva Pharms., Inc., 344 F.3d 1294,
1297 (11th Cir. 2003) (emphasis added).

Indeed, Caraco’s wishful reading of “submitted
under” is refuted by Section 505(b) itself. After re-
quiring submission of the patent number and expira-
tion date, Section 505(b)(1)(G) provides that, “[u]pon
approval of the [NDA], the Secretary shall publish
information submitted under the two preceding sen-
tences.” 21 U.S.C. § 355(b)(1)(G) (emphasis added).
This narrow reference to the “two preceding sentenc-
es” cannot reasonably be read to incorporate the full
range of information that FDA has elected to request
(including e-mail addresses), rather than the specific
patent information identified in those “two preceding
sentences.” And FDA itself has explained that “[t]he
statute and regulation require the NDA holder to
submit, and in turn FDA to publish, only the patent
number and expiration date.” FDA Br. 16, Teva
Pharms. USA Inc. v. Leavitt, No. 08-5141 (D.C. Cir.
June 18, 2008). Caraco’s interpretation of “submit-
ted under” conflicts with the agency’s own.9

9 Caraco’s reliance on Ardestani v. INS, 502 U.S. 129 (1991),
is misplaced. The Court did not hold, as Caraco claims, that
“under,” followed by a statutory provision” necessarily “refers to
regulatory proceedings subject to, or governed by, that provi-
sion.” Caraco Br. 35-36. On the contrary, this Court recognized
that “[tlhe word ‘under’ has many dictionary definitions and
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The remainder of the statute shows that Con-
gress knows perfectly well how to invoke FDA’s im-
plementing regulations when it so wishes. In Section
505(q), for instance, Congress provided that ANDA
approval may be delayed when a citizen petition is
“submitted to the Secretary pursuant to section
10.30 or 10.35 of title 21, Code of Federal Regula-
tions (or any successor regulations).” 21 U.S.C.
§ 355(q); see also id. § 355(i), (k), (o) (referring to reg-
ulations as establishing standard of conduct). And
even where Congress did not include chapter and
verse, it nonetheless understood how to incorporate
regulatory (as opposed to statutory) requirements.
See id. § 343(r)(2)(A)(1) (providing that certain nutri-
ent claims “may be made only if the characterization
of the level made in the claim uses terms which are
defined in regulations of the Secretary”); see also,
e.g., id. §§ 352n, 354(b), 356a(c). Indeed, the FDCA
contains more than 100 express references to FDA
regulations.

But even though—as Caraco repeatedly reminds
the Court—FDA had long “required brands to submit
more than patent numbers and expiries” (Caraco
Br. 40 n.11), Congress did not even hint in the coun-
terclaim that it was referring to those regulations, let
alone expressly invoke them. See Kucana v. Holder,
130 S. Ct. 827, 837 (2010) (“If Congress wanted the
jurisdictional bar to encompass decisions specified as
discretionary by regulation along with those made
discretionary by statute, ... Congress could easily
have said so”).

[Footnote continued from previous page]

must draw its meaning from its context.” 502 U.S. at 135. The
context here has nothing to do with FDA regulations.
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2. Even if the statutory text and structure were
otherwise open to Caraco’s interpretation, the draft-
ing history conclusively forecloses the theory that
“submitted ... under subsection (b) or (c)” includes
FDA’s regulatory requirements. Indeed, Caraco is
attempting to obtain through judicial reimagination
of the counterclaim provision a result that Congress
considered but declined to adopt.

a. Before Congress passed the counterclaim pro-
vision at issue here, it considered several proposals
that would have required NDA holders to provide an
expanded list of statutory patent information, includ-
ing, “if the patent claims a method of use, the ap-
proved use covered by the claim.” S. 812, 107th
Cong. §103(a)(2)(C)iv) (2002). And the generic
company would have been permitted to “bring a civil
action ... seeking an order requiring that the holder
of the application amend the application ... to correct
patent information filed” under the expanded sub-
mission requirements. Id. § 103(a)(2)(E).

These bills would have been broad enough to au-
thorize what Caraco seeks here: a judicial challenge
to the use code narrative. But the backers of such a
right (including Representative Waxman) lacked suf-
ficient votes to move it through Congress—at least
seven bills containing this provision failed to pass.
The ensuing legislative compromise explains why the
counterclaim provision, as enacted, is far narrower
than any of these earlier bills. Yet Caraco and all of
its amici, including the United States, fail even to
inform the Court of these predecessor bills, let alone
attempt to analyze their impact on the issues before
the Court.

Simply put, Caraco’s interpretation of the coun-
terclaim provision “would effectively resurrect the
scheme rejected by Congress.” Smith v. United
States, 507 U.S. 197, 203 n.4 (1993). Yet Congress’s
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“rejection of the very language that would have
achieved the result” urged by Caraco “weighs heavily
against [that] interpretation.” Hamdan v. Rumsfeld,
548 U.S. 557, 579-80 (2006); see also, e.g., Doe v.
Chao, 540 U.S. 614, 622-23 (2004) (same). Indeed,
“[flew principles of statutory construction are more
compelling than the proposition that Congress does
not intend sub silentio to enact statutory language
that it has earlier discarded in favor of other lan-
guage.” INS v. Cardoza-Fonseca, 480 U.S. 421, 442-
43 (1987).

In this case, the drafting history of the counter-
claim provision provides an “unusually clear indica-
tion” (Thompson v. Thompson, 484 U.S. 174, 183-84
(1988)) that Congress did not intend the enacted
provision to reach things, including use code narra-
tives, that Congress declined to require by statute.

b. The drafting history is also a complete answer
to Caraco’s speculation that, since FDA revised its
Form 3542 regulation a few months before the coun-
terclaim was enacted, Congress “must” have intend-
ed the counterclaim to reach the requirements of the
new form. Caraco Br.39-41. Since Congress de-
clined to impose these requirements directly, it is lu-
dicrous to suggest that the same Congress did so in-
directly.

According to Caraco, “FDA explained” that “its
‘principal legal authority for the final rule [revising
Form 3542] is section 505 of the act’—in particular,
‘the patent submission ... requirements’ of ‘Section
505(b) and (c).” Caraco Br. 36 (quoting 68 Fed. Reg.
at 36,697-98). What FDA actually said is simply:
“Section 505(b) and (c) of the act describes the con-
tents of an NDA and 505(b)(2) application, including
the patent submission and patent certification re-
quirements.” 68 Fed. Reg. at 36,698. Elsewhere in
the final rule FDA acknowledged the limited scope of
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those subsections. Id. at 36,676. In fact, FDA’s au-
thority to promulgate regulations is found in another
provision of the FDCA. 21 U.S.C. § 371(a).

When later challenged on its authority to require
NDA holders to provide a use code narrative, FDA
did not reference the pertinent parts of subsections
(b) or (c); rather, it described the submission of use
code narratives as a “regulatory requirement” that
“provides for effective implementation of the patent
certification and ‘section viii statement’ provisions”
in subsection (j). 72 Fed. Reg. 21,266, 21,268-69
(Apr. 30, 2007). Because FDA has expressly dis-
claimed that its Form 3542 requirements rest on a
construction of the statutory term “patent infor-
mation,” Caraco’s plea for deference (Caraco Br. 38)
is so baseless that not even the Solicitor General—
typically quick to defend the prerogatives of client
agencies—invokes deference in this case.

FDA'’s regulation requiring the submission of use
code narratives, among other information, was of-
fered as an alternative to the proposed legislation
that could not pass the House. As part of the legisla-
tive compromise, the executive branch agreed to re-
quire additional information from NDA holders. But
as part of that same compromise, the legislative
branch agreed not to make that same information
statutorily required or subject to the counterclaim.
The judicial branch, of course, has no warrant to up-
set that compromise—yet that is precisely what Car-
aco is asking this Court to do.

IT1. CARACO IS NotT ENTITLED TO AN ORDER
COMPELLING NovOo To CHANGE Its USE
CODE NARRATIVE

Even if Caraco could invoke the counterclaim,
the injunction it seeks would be inappropriate. First,
because Novo’s use code narrative is fully compliant
with all regulatory requirements, there is nothing to
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“correct” under the counterclaim provision. See Pet.
App. 21a (Clevenger, J., concurring) (“there is noth-
ing illegal, or even incorrect, about Novo’s current
use code”). Second, although the relief afforded by
the counterclaim is discretionary, Caraco has never
even attempted to satisfy the traditional four-factor
test for injunctive relief. See eBay Inc. v. Merc
Exchange, L.L.C., 547 U.S. 388, 391 (2006).

A. NOVO’S CURRENT USE CODE NARRATIVE
IS “CORRECT”

The counterclaim authorizes courts to order the
“correct[ion] or delet[ion]” of statutorily submitted
patent information. 21 U.S.C. § 355(G)(5)(C)Gi)I).
Caraco does not seek the “delet[ion]” of Novo’s patent
from the Orange Book but instead claims that the
use code narrative should be “correct[ed].” Caraco
Br. 48-49. Caraco’s request must fail because it can-
not establish that Novo’s existing narrative is incor-
rect.

1. Caraco makes the assumption—repeated al-
most 20 times in its brief—that the use code narra-
tive must “describe the patent’s scope, so FDA and
generics can determine whether infringing uses may
be carved out from the generic’s labeling.” Caraco
Br. 50; see also GPhA Br. 26 (“the NDA applicant
[must] tailor its use code to correspond to the legiti-
mate scope of the patent”); U.S. Br. 22 (criticizing
“disparit[ies] between the NDA holder’s use code and
the patent’s actual coverage”). That assumption,
however, is not just unsupported, but flat wrong.

The patent itself—not the use code narrative—
“must describe the exact scope of an invention.”
Markman v. Westview Instruments, Inc., 517 U.S.
370, 373 (1996). The precise boundaries of patent
claims, which this Court has “likened to the descrip-
tion in a deed” (Motion Picture Patents Co. v. Univer-
sal Film Mfg. Co., 243 U.S. 502, 510 (1917)), are de-
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fined by a complicated series of rules. See 35 U.S.C.
§§ 101-103, 112; see also Manual of Patent Examin-
ing Procedure § 608.01(1)-(n). Moreover, “claims are
to be construed in the light of the specifications”
(United States v. Adams, 383 U.S. 39, 49 (1966)) and
“with reference to the file wrapper or prosecution
history in the Patent Office” (Graham v. John Deere
Co., 383 U.S. 1, 33 (1966)), and the “patent’s scope is
not limited to its literal terms, but embraces all
equivalents to the claims described.” Festo Corp. v.
Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S.
722, 723 (2002). These nuances, and many more, are
governed by a different statute (the Patent Act) and
overseen by a different agency (the Patent and
Trademark Office).

The Hatch-Waxman Act does not create a junior-
varsity patent system in which all of these intricacies
must be distilled down to a 240-character “tweet” in
an FDA database. Rather, FDA’s requirement of a
use code narrative is simply “intended to alert ANDA
... applicants to the existence of a patent that claims
an approved use.” 68 Fed. Reg. at 36,683. As FDA
has emphasized, it is “not meant to substitute for the
applicant’s review of the patent and the approved la-
beling.” Ibid. And there is no dispute that Caraco is
fully apprised of the scope of the 358 patent, as
claimed in the patent itself. See, e.g., J.A. 322, 338-
39 (Caraco’s arguments on patent scope).

For this reason, it is unsurprising that FDA has
never required the use code narrative to replicate the
“approved method[s] of using the drug” covered by
the patent, as Caraco maintains. Caraco Br. 49-50.
The relevant regulation requires applicants to pro-
vide “a description of each approved method of use or
indication.” 21 C.F.R. § 314.53(c)(2)(i1)(P)(1) (em-
phasis added); see also 59 Fed. Reg. at 50,346 (“for a
use patent, FDA includes in the Orange Book a code
identifying the indication covered by the patent”).
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Similarly, Form 3542 itself permits NDA holders to
“[s]Jubmit the description of the approved indication
or method of use that you propose FDA include as
the ‘Use Code’ in the Orange Book.” Pet. App. 213a
(emphasis added).

FDA’s guidance is expressly written in the alter-
native: An applicant may describe either the indica-
tion or the method of use. See, e.g., Garcia v. United
States, 469 U.S. 70, 73 (1984) (“terms connected in
the disjunctive” must “be given separate meanings”).
A use code that tracks the approved indication thus
complies with the FDA’s own regulation and instruc-
tions. See J.A. 424 ] 29.

FDA’s decision to permit use code narratives
based on approved indications makes perfect sense
considering that FDA regulates drugs, not patents.
The central focus of its regulatory oversight is to de-
termine whether a drug or method is safe and effec-
tive for the treatment of a particular disease or con-
dition. Prescription drug labels must contain an “in-
dications” section stating that the drug (or a use of
the drug) is “indicated for the treatment, prevention,
mitigation, cure, or diagnosis of a recognized disease
or condition.” 21 C.F.R. § 201.57(¢)(2). FDA’s focus
on indications is entirely consistent with the statuto-
ry scheme—including section viii carve-outs. See
H.R. Rep. No. 98-857, Part I, at 21 (1984) (“The
[ANDA] applicant need not seek approval for all of
the indications for which the listed drug has been
approved” (emphasis added)). Unsurprisingly, no
court has ever rejected or disapproved a use code
narrative that incorporates an FDA-approved indica-
tion.

2. It is undisputed that Novo’s current use code
narrative (“[a] method for improving glycemic control
in adults with type 2 diabetes mellitus”) correctly re-
cites the approved indication for the drug
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(“PRANDIN is indicated ... to improve glycemic con-
trol in adults with type 2 diabetes mellitus”)—an in-
dication required by FDA in its 2007 directive. All of
the listed patents in Novo’s portfolio have indication-
based use code narratives, and Novo’s amendment of
the PRANDIN® narrative comports with that corpo-
rate practice.

Moreover, Novo’s use code narrative is consistent
with the one created for PRANDIN® by FDA itself.
In 1997, when repaglinide was first approved, there
were two approved methods of use for PRANDIN®:
use in monotherapy and use in combination therapy
with metformin. FDA’s use code (U-214) did not dis-
tinguish between the two approved uses, nor did it
define the scope of the patent then at issue (U.S. Pa-
tent No. 5,312,924). Rather, the U-214 use code nar-
rative stated: “Use as a blood glucose-lowering
agent.” J.A.425 | 34. If this indication-based use
code created by FDA was proper (and here is an ap-
propriate place for deference), then Novo’s current
use code narrative must be proper as well.10

“FDA will not list the patent in the Orange Book
[if] the [use code] information requested ... is not
provided in full.” Pet. App. 213a; see also 21 C.F.R.
§ 314.53(c)(2)(ii) (FDA may “notify an applicant that
a declaration form is incomplete or shows that the
patent is not eligible for listing”). Yet FDA has never
informed Novo that its amended use code narrative

10 FDA has also accepted use codes for at least two other dia-
betes drugs that, like Novo’s amended use code, describe the
approved indication of the drug: U-827 (“Use for treatment of
diabetes, particularly type 2 diabetes”) and U-412 (“Treatment
of type 2 diabetes”). J.A. 425-26 {{ 35-36. The relevant pa-
tents—Nos. 6,559,188 and 6,303,146—do not expressly claim
approved combination therapies.
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was “not provided in full,” or that its disclosure was
“incomplete.” And although FDA has not appeared
in this Court, the Justice Department does not take
the position that Novo’s use code narrative is incor-
rect in any way. See U.S. Br. 33.

3. Caraco maintains that Novo’s use code narra-
tive must be incorrect because Novo is purportedly
“blocking Caraco’s Section viii carved-out labeling by
describing its patent in an overbroad manner.” Car-
aco Br. 48-49. Caraco is thereby accusing Novo of
committing a federal crime, but it cannot back up
this outrageous accusation: Caraco does not identify
any statute or regulation that Novo’s current use
code narrative transgresses, because there is none.
On the contrary, Novo’s use code complies with all
applicable guidance—including FDA’s express au-
thorization of indication-based use codes. See
J.A. 423-24. Indeed, a brief perusal of the Orange
Book reveals dozens of such use codes, many broader
than the one here, including many drafted by FDA
itself. See U-118 (“Method of lowering blood sugar
level”); U-185 (“Method of treating hypertension”); U-
279 (“Method of use of the approved product”); U-305
(“Methods for using the drug product”). Caraco’s po-
sition, if accepted, would require rewriting (and
greatly expanding) the Orange Book.

Just as “there is nothing sinister in so arranging
one’s affairs as to keep taxes as low as possible
(Comm’r of Internal Revenue v. Newman, 159 F.2d
848, 850-51 (2d Cir. 1947) (Hand, J., dissenting)), nor
is there anything wrong with Novo’s election to
frame its use code in a manner that complies with all
applicable statutory and regulatory guidance while
channeling infringement disputes into pre-approval
Paragraph IV litigation rather than post-approval
litigation after the generic drug goes to market with
a section viii carve-out label. See Pet. App. 21a
(Clevenger, J., concurring). Given the choice be-
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tween a use code narrative tied to the indication or
one tied to the method of use—a choice expressly
permitted by FDA—Novo was under no obligation to
adopt the use code that would most benefit Caraco.
Complying with a regulatory regime is not
“gam|ing]” it, as Caraco insinuates. Caraco Br. 45.

Caraco’s misguided insistence that use code nar-
ratives must “describe the patent’s scope” (Caraco
Br. 50) is just a collateral attack on FDA’s longstand-
ing decision to permit a drug’s approved indication to
serve as a use code—and, more particularly, its deci-
sion to accept Novo’s use code narrative over Cara-
co’s objection. The proper forum for such an attack is
not a counterclaim against Novo but instead a law-
suit against FDA under the APA. See Andrx
Pharms., Inc. v. Biovail Corp., 276 F.3d 1368, 1378-
79 (Fed. Cir. 2002) (“the APA provides an appropri-
ate mechanism for reviewing the lawfulness of the
FDA’s action”). That is entirely consistent with the
background rule that submissions to FDA may not be
challenged in private litigation. See Buckman, 531
U.S. at 353. Indeed, Caraco conceded at the petition
stage that it could have challenged FDA’s refusal to
authorize its section viii carve-out but failed to do so.
See Pet. 20. Yet neither Caraco nor its amici, includ-
ing the government, even acknowledge the APA in
their merits submissions to this Court.

At almost every turn, Caraco challenges FDA’s
decisions—to allow NDA holders to propose use code
narratives, to allow use code narratives based on
methods or indications, to allow only limited chal-
lenges to use code narratives, to base section viii de-
terminations on use code narratives. See 68 Fed.
Reg. at 36,682-83. The counterclaim should not be
distorted to allow such collateral attacks on agency
decisions in the context of private litigation to which
FDA is not even a party. Rather, Caraco (or any oth-
er allegedly aggrieved party) must proceed directly
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against FDA, in an appropriate forum, under the
APA 11

B. ENJOINING Novo WouLD BE
INEQUITABLE

Caraco asks this Court to “reinstate” the district
court’s injunction (Caraco Br. 47), but that court did
not require Caraco to demonstrate (1) “that it has
suffered an irreparable injury”; (2) “that, considering
the balance of hardships between the plaintiff and
defendant, a remedy in equity is warranted”;
(3) “that remedies available at law, such as monetary
damages, are inadequate to compensate for that in-
jury”; and (4) “that the public interest would not be
disserved by a permanent injunction.” eBay, 547
U.S. at 391. These prerequisites to equitable relief
each point in a single direction here: Caraco is not
“entitled” to an injunction.

1. Caraco cannot establish any irreparable inju-
ry that would occur in the absence of an injunction,
for the simple reason that Caraco’s goods have been
seized for failure to comply with safe manufacturing
practices, and Caraco is enjoined from making addi-
tional drug products until FDA is satisfied that it
has fixed these problems. J.A. 642-73. Even if Cara-
co were permitted to pursue a section viii statement,

11 The Obama Administration’s support for Caraco’s position,
albeit lukewarm, is perplexing because most if not all of the
concerns raised could be addressed by FDA, prospectively,
through notice-and-comment rulemaking. See U.S. Cert. Br.
17-18; see also PLIVA, Inc. v. Mensing, 131 S. Ct. 2567, 2582
(2011) (“Congress and the FDA retain the authority to change
the law and regulations if they so desire”). That FDA has not
done so indicates that the concerns raised by Caraco and its
amici are either illusory or countermanded by competing con-
siderations.
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and even if it were to obtain FDA approval to market
generic repaglinide, it could not go to market. And
that alone is sufficient to preclude the injunctive re-
lief sought by Caraco.

2. At the same time, requiring Novo to change
its use code narrative would cause irreparable harm.
As noted above, FDA has permitted use code narra-
tives based on either the approved indication or the
method of use. The counterclaim provision gives
Caraco no license to enlist a federal judicial officer to
force Novo to choose between these two equally per-
missible alternatives. Indeed, if the statute were so
construed it would give rise to serious constitutional
problems. See Hurley v. Irish-Am. Gay, Lesbian &
Bisexual Group, 515 U.S. 557, 579 (1995). “[W]here
an otherwise acceptable construction of a statute
would raise serious constitutional problems, the
Court will construe the statute to avoid such prob-
lems.” Edward J. DeBartolo Corp. v. Fla. Gulf Coast
Bldg. & Constr. Trades Council, 485 U.S. 568, 575
(1988); see United States v. X-Citement Video, Inc.,
513 U.S. 64, 78 (1994).

3. Caraco has several adequate alternative rem-
edies. FDA rejected Caraco’s request for a labeling
carve-out based on its previous acceptance of Novo’s
use code and denied Caraco’s administrative chal-
lenge to that use code. 21 C.F.R. § 314.53(f). While
Caraco complains about the robustness of FDA’s re-
view procedures, all agencies must make decisions on
how to allocate their resources and expertise. Yet
again, Caraco is really complaining about FDA—a
non-party—rather than Novo. But Caraco never
sought judicial review of FDA’s denial of administra-
tive relief under the APA, even though the conceded
availability of such review establishes another alter-
native remedy that could have vindicated the inter-
ests Caraco now seeks to assert. It similarly puts to
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rest any argument that judicial review under the
counterclaim is “necessary.” Caraco Br. 38.

4. Finally, the public interest favors Novo. Car-
aco suggests that allowing its counterclaim could
lower the price of prescription medication by making
generic drugs more widely available. Caraco Br. 44.
This is, however, only one-half of the relevant in-
quiry. The Hatch-Waxman Act “strike[s] a balance
between two competing policy interests: (1) inducing
pioneering research and development of new drugs
and (2) enabling competitors to bring low-cost, gener-
ic copies of those drugs to market.” Caraco Pharm.
Labs, Ltd. v. Forest Labs., Inc., 527 F.3d 1278, 1282
(Fed. Cir. 2008); see also, e.g., Teva Pharm. Indus.
Ltd. v. Crawford, 410 F.3d 51, 54 (D.C. Cir. 2005)
(“Congress sought to strike a balance between incen-
tives, on the one hand, for innovation, and on the
other, for quickly getting lower-cost generic drugs to
market”).

Without pharmaceutical innovation, the generic
manufacturers would have nothing to copy. The pa-
tent system “encourage[s] the creation and disclosure
of new, useful, and nonobvious advances,” in medi-
cine as well as other areas, by providing inventors
with “the exclusive right to practice thelir] invention
for a period of years.” Bonito Boats, Inc. v. Thunder
Craft Boats, Inc., 489 U.S. 141, 150-51 (1989). Par-
ticularly in pharmaceutical development, where the
costs of research and testing are so high, strong pro-
tection of patent rights is “necessary to encourage
drug companies to expend large sums of money on
research years before the product can be released to
the market.” Dan L. Burk & Mark A. Lemley, Policy
Levers in Patent Law, 89 Va. L. Rev. 1575, 1617
(2003); cf. Verizon Commc’ns v. Law Offices of Curtis
V. Trinko, 540 U.S. 398, 407 (2004).
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Novo, which developed at great expense an inno-
vative method for treating diabetes that has benefit-
ed millions of patients, has complied at all times
with the detailed and reticulated regulatory regime
governing prescription drugs. This meticulous com-
pliance includes its current use code narrative, which
tracks the FDA-mandated indication. A judicial or-
der requiring Novo to change that narrative, as re-
quested by Caraco, would upset the statutory bal-
ance to the detriment of the public.

CONCLUSION

The judgment of the court of appeals should be
affirmed or, alternatively, vacated and remanded
with instructions to dismiss for lack of jurisdiction.
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ADDENDUM



Section 505 of the Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585,
codified as amended at 21 U.S.C. § 355, provides in relevant part regarding methods of use:

Section Section Section Section Section Section

505(b)(1) 505(b)(2) 505(c)(2) 505@)(2)(A)(vii) 505@)(2)(A)(viii) 505@)(5)(C)(ii)

[Listing] [Certification] [Listing] [Certification] [Section viii] [Counterclaim]
The applicant shall file | [An NDA] ... shall also | If the patent infor- | [An ANDA] shall con- | [IIf with respect to the | If an owner of the pa-
with the application the | include— mation described in | tain ... a certification ... | listed drug infor- | tent or the [ANDA]
patent number and the | (A) a certification subsection (b) ... could | with respect to each pa- | mation was filed under | holder ... for the drug
expiration date of any | with respect to each pa- | not be filed [the | tent which claims the | subsection (b) or (c) of | that is claimed by the
patent which claims the | tent which claims the | NDA holder] shall | listed drug referred to | this section for a meth- | patent or a use of which

drug for which the ap-
plicant submitted the
application or which
claims a method of us-
ing such drug and with
respect to which a claim
of patent infringement
could reasonably be as-
serted ....

drug for which such in-
vestigations were con-
ducted or which claims
a use for such drug for
which the applicant is
seeking approval ... and
(B) if with respect to the
drug for which investi-
gations were con-
ducted information was
filed ... for a method of
use patent which does
not claim a wuse for
which the applicant is
seeking approval under

this subsection, [the
NDA shall contain] a
statement that the

method of use patent
does not claim such a
use.

file with the Secretary
the patent number and
the expiration date of
any patent  which
claims the drug for
which the application
was submitted or which
claims a method of us-
ing such drug and with
respect to which a
claim of patent in-
fringement could rea-
sonably be asserted ....

in clause (i) or which
claims a use for such
listed drug for which
the applicant is seeking
approval and for
which information is
required to be filed un-
der subsection (b) or (c)

od of use patent which
does not claim a use for
which the applicant is
seeking approval under
this subsection, [the
ANDA shall contain] a
statement that the
method of use patent
does not claim such a
use.

is claimed by the patent
brings a patent in-
fringement action
against the applicant,
the applicant may as-
sert a counterclaim
seeking an order re-
quiring the holder to
correct or delete the pa-
tent information sub-
mitted 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 ap-
proved; or

(bb) an approved meth-
od of using the drug.




Section 505 of the Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585,
codified as amended at 21 U.S.C. § 355, provides in relevant part regarding patent information:

Section
505(b)
[Listing]

Section
505(c)(2)
[Listing]

Section
505@)(5)(C)(ii)
[Counterclaim]

(1) The applicant shall file with the [NDA] application
the patent number and the expiration date of any pa-
tent which claims the drug for which the applicant sub-
mitted the application or which claims a method of us-
ing such drug and with respect to which a claim of pa-
tent infringement could reasonably be asserted if a per-
son not licensed by the owner engaged in the manufac-
ture, use, or sale of the drug. If an application is filed
under this subsection for a drug and a patent which
claims such drug or a method of using such drug is is-
sued after the filing date but before approval of the ap-
plication, the applicant shall amend the application to
include the information required by the preceding sen-
tence. Upon approval of the application, the Secretary
shall publish information submitted under the two pre-
ceding sentences....

(2) An application submitted under paragraph (1) ...
shall also include—

(A) a certification ... with respect to each patent which
claims the drug for which such investigations were con-
ducted or which claims a use for such drug for which the
applicant is seeking approval under this subsection and
for which information is required to be filed under para-
graph (1) or subsection (c) of this section—

(i) that such patent information has not been filed ....

If the patent information described in subsection (b) of
this section could not be filed with the submission of an
application under subsection (b) of this section because
the application was filed before the patent information
was required under subsection (b) of this section or a pa-
tent was issued after the application was approved under
such subsection, the holder of an approved application
shall file with the Secretary the patent number and the
expiration date of any patent which claims the drug for
which the application was submitted or which claims a
method of using such drug and with respect to which a
claim of patent infringement could reasonably be asserted

. If the holder of an approved application could not file
patent information under subsection (b) of this section
because it was not required at the time the application
was approved, the holder shall file such information un-
der this subsection not later than thirty days after Sep-
tember 24, 1984, and if the holder of an approved applica-
tion could not file patent information under subsection (b)
of this section because no patent had been issued when
an application was filed or approved, the holder shall file
such information under this subsection not later than
thirty days after the date the patent involved is issued.
Upon the submission of patent information under this
subsection, the Secretary shall publish it.

If an owner of the patent or
the [ANDA] holder ... for the
drug that is claimed by the pa-
tent or a use of which is
claimed by the patent brings a
patent infringement action
against the applicant, the ap-
plicant may assert a counter-
claim seeking an order requir-
ing the holder to correct or de-
lete the patent information
submitted by the holder under
subsection (b) or (c¢) of this sec-
tion 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 us-
ing the drug.




