
CCoonnttrriibbuuttiinngg  AAuutthhoorrss

Michael J. Gaertner
312-443-1722
mgaertner@lockelord.com

Amanda K. Kelly
312-443-0368
akelly@lockelord.com

Keith D. Parr
312-443-0497
kparr@lockelord.com

April 7, 2008

www.lockelord.com

This Client Alert is provided solely for
educational and informational purposes. 
It is not intended to constitute legal advice
or to create an attorney-client relationship.
Readers should obtain legal advice specific
to their enterprise and circumstances in con-
nection with each of the topics addressed.

If you would like to be removed from our
mailing list, please contact us at
unsubscribe@lockelord.com or Locke Lord
Bissell & Liddell LLP, 111 South Wacker Dr.,
Chicago, Illinois 60606  Attention:
Marketing.  If we are not so advised, you
will continue to receive Client Alerts.

Attorney Advertising

© 2008 Locke Lord Bissell & Liddell LLP.

Covenant Not To Sue Does Not Divest Court Of Jurisdiction Over
Declaratory Judgment Action
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In Caraco Pharmaceutical Labs., Ltd. v. Forest

Labs., Inc., 2008 WL 850330, Case No. 2007-
1404 (Fed. Cir. April 1, 2008), the Federal
Circuit held that a court has jurisdiction to
entertain a declaratory judgment action by an
Abbreviated New Drug Application (“ANDA”)
applicant to obtain an adjudication of an
Orange-Book-listed patent despite the fact the
patentee had granted the ANDA applicant a
“covenant not to sue” on the patent. The
Federal Circuit held that a generic company
whose ANDA approval was being delayed
under the Hatch-Waxman Act due to the 180-
day exclusivity of a first-filer had jurisdiction to
bring a declaratory judgment suit to resolve its
patent disputes so that it could attempt to expe-
dite FDA approval.

The All Circumstances Test For
Declaratory Judgment Jurisdiction

The Federal Circuit’s holding in Caraco is
the most recent in a series of cases which over
the last year have reshaped the jurisdictional
requirements for declaratory judgment suits
related to patent noninfringement, invalidity
and/or unenforceability. In MedImmune, Inc. v.
Genentech, Inc., 127 S.Ct. 764 (2007), the
Supreme Court rejected the “reasonable appre-
hension of suit test” previously applied by the
Federal Circuit and instead adopted the “all the
circumstances” test, which requires that “there
is a substantial controversy, between parties
having adverse legal interests, of sufficient
immediacy and reality to warrant the issuance
of a declaratory judgment.” MedImmune, 127 S.
Ct. at 771. Shortly after MedImmune, the Federal
Circuit ruled that the “all the circumstances”
test applied to declaratory judgment actions in
the Hatch-Waxman context. Teva Pharmaceuticals
USA, Inc. v. Novartis Pharms. Corp., 482 F.3d
1330 (Fed. Cir. 2007). In Teva v. Novartis, the
Federal Circuit held that Teva could bring a
declaratory judgment suit because  (1) Novartis
listed its patents in the FDA Orange Book; (2)
Teva submitted an ANDA certifying that it did

not infringe Novartis’s Orange Book patents or
that the patents were invalid; (3) Novartis filed
a lawsuit on one of five Orange Book patents;
(4) the combination of these three circum-
stances was dispositive in establishing an actual
declaratory-judgment controversy as to all of
the Paragraph IV certified patents; and (5)
Novartis created the possibility of future litiga-
tion by filing suit on only one of the five listed
patents. Id. at 1340-45.

The Impact of a “Covenant Not To Sue”
Under the All Circumstances Test

With the shift to the all circumstances test,
much attention was dedicated to resolving the
impact of the patentee’s grant of a “covenant
not to sue” the alleged infringer. SanDisk Corp.
v. STMicroelectronics, Inc., 480 F.3d 1372 (Fed. Cir.
2007), involved a licensing dispute. Although
the patentee, STMicroelectronics (“ST”), stated
during licensing negotiations that it would not
sue Sandisk, the court found that ST had acted
inconsistently with this promise by alleging that
during the negotiations Sandisk infringed spe-
cific claims of ST’s patent. Id. at 1375, 1382-83.
The Federal Circuit allowed Sandisk’s declara-
tory judgment action so that Sandisk could
resolve the dispute without incurring damages
liability. Id. at 1383. In Prasco v. Medicis, the
court found that the patent holder Medicis’s
failure to grant a covenant not to sue held “lit-
tle weight” where the patent holder had never
taken the position that Prasco infringed the
patent and had never engaged in licensing dis-
cussions. The court held that simply refusing
to concede to Prasco’s noninfringement could
not in itself create a controversy of sufficient
immediacy and reality to warrant the issuance
of a declaratory judgment. Prasco, LLC v.
Medicis Pharmaceutical Corp., 2007 WL 1974951
Case No. 1:06cv313 at *3 (S.D. Ohio July 3,
2007). Finally, in Benetic Australia Ltd. v.
Nucleotonics, Inc., the Federal Circuit held that
where the patent holder, Benetic, had dismissed
its infringement claim against  Nucleotonics
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and provided a covenant not to sue, there
was no controversy. Benetic, 495 F.3d
1340, 1347-48 (Fed. Cir. 2007). However,
unlike in Caraco, the parties filing the
declaratory judgment in these cases had
not alleged an injury other than potential
damages liability that would be incurred
if that party were not able to first resolve
its patent dispute.

Prior to Caraco, the only reported
decision addressing a covenant not to sue
in a Hatch-Waxman context was Merck &
Co. v. Apotex, Inc., 488 F.Supp.2d 418 (D.
Del. 2007). In Merck, Apotex filed an
ANDA for alendronate sodium
(Fosamax®) with a Paragraph IV certifi-
cation that the nine patents that Merck
had listed in the FDA Orange Book for
Fosamax® were either invalid, unen-
forceable or not infringed. Because
Apotex was not the first to file an ANDA
on alendronate sodium with a Paragraph
IV certification, it could not receive
approval on its product until 180 days
after the first-filer entered the market. Id.
at 422; see also 21 U.S.C. § 355 (j)(5)(B)(iv).
Merck filed suit against Apotex within 45
days of receiving notice of Apotex’s
ANDA. Merck’s lawsuit initiated the 30-
month stay provision of the Hatch-
Waxman Act, which prevented FDA
from approving Apotex’s ANDA for 30
months or until the court had issued a
judgment that each of Merck’s Orange-
Book-listed patents were invalid, unen-
forceable and/or not infringed. Id.; see
also 21 U.S.C. § 355 (j)(5)(B)(iii)(I). Merck
then provided Apotex with a covenant
not to sue on all nine patents and
attempted to dismiss its claims against
Apotex as moot. Id. at 423. Although
the covenant not to sue removed any
threat of damages liability, Apotex
opposed the dismissal on the separate
grounds that a dismissal without a find-
ing of invalidity and/or noninfringement
would operate to deny Apotex “its right
to compete with Merck for want of a
‘triggering event.’” Id. Without the abil-
ity to resolve the noninfringement and

validity disputes, Apotex would remain
subject to a 30-month stay and the 180-
day exclusivity period under the Hatch-
Waxman Act and would be unable to
receive FDA approval of its product until
after both had expired. The District
Court nevertheless dismissed Apotex’s
claim. Id. at 430. The court refused to
recognize the stay in FDA approval as a
justiciable injury, stating that Apotex had
a legitimate concern about the pioneer
drug companies abusing the policies of
the Hatch-Waxman Act, but that “not
every business disadvantage is appropri-
ately deemed legal injury.” Id. at 428.
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The Federal Circuit reached the
opposite conclusion in Caraco and held
that the potential delay in FDA approval
is a justiciable injury that is not rendered
moot by a covenant not to sue. In Caraco,
the patent holder, Forest Laboratories,
Inc. (“Forest”), listed two patents in the
Orange Book for its drug Lexapro® (esc-
italopram), U.S. Patent Nos. Re. 34,712
(“the ‘712 patent”) and 6,916,941 (“the
‘941 patent”). Caraco¸ 2008 WL 850330 at
*4. Ivax Pharmaceuticals, Inc. (“Ivax”)
was the first to file an ANDA for esci-
talopram and submitted Paragraph IV
certifications for both of Forest’s
Orange-Book-listed patents, asserting
that they were invalid. Id. at *5. Forest
brought an infringement suit against Ivax
on only the ‘712 patent. Forest defeated
Ivax on its counterclaim of invalidity and
obtained a judgment that Ivax’s drug
infringed the ‘712 patent. Id. Ivax, there-
fore, was barred from entering the mar-
ket with its ANDA product until the
expiration of the ‘712 patent in 2012. Id.

Caraco also filed an ANDA for esci-
talopram and submitted Paragraph IV
certifications for the ‘712 and ‘941
patents. Id. at *6. Forest responded with
an infringement suit for only the ‘712
patent. Forest declined to sue on the ‘941

patent. Id. As a subsequent filer to Ivax,
Caraco was prevented from selling its
ANDA product until either: (1) 180 days
after Ivax commercially marketed its
product, or (2) after a judgment finding
both the ‘712 and ‘941 patents were
invalid, unenforceable and/or not
infringed. Id. at *3, 5. Because Forest
had not asserted the ‘941 patent in the
suit against Caraco, there could be no
judgment declaring the ‘941 patent
invalid, unenforceable or not infringed.
Absent a declaratory judgment action,
Caraco, therefore, would not have been
able to receive FDA approval until after
the expiration of the first patent in 2012,
when Ivax would be able to begin mar-
keting its product. Id. at *5-6.

Caraco filed a declaratory judgment
suit against Forest, seeking a declaration
that the ‘941 patent was not infringed.
Caraco alleged that it would suffer injury
as a result of the restraint on its free
exploitation of a noninfringing good
caused by the stay of FDA approval. Id.
at *6. If Caraco were successful with
respect to the noninfringement claim,
then Caraco could trigger Ivax’s 180-day
exclusivity and potentially obtain FDA
approval to market its ANDA product
before the 2012 date. Id. The District
Court dismissed the claim, holding that
Caraco had not satisfied the “reasonable
apprehension of suit test” because
Forest had granted Caraco a covenant
not to sue. Id. at *1. Although Caraco’s
declaratory judgment suit was filed prior
to the Supreme Court’s holding in
MedImmune, the judgment was issued
after MedImmune, and Caraco appealed
the dismissal. Id. at *7.

The Federal Circuit reversed the
District Court’s decision and held that
the covenant not to sue did not render
Caraco’s declaratory judgment action
moot. Id. at *13. The Federal Circuit
ruled that a covenant not to sue may
eliminate any reasonable apprehension of
suit but did not remove the injury that
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Caraco could suffer by being denied entry into
the market. Id. As a result, the Federal Circuit
concluded that there was a substantial contro-
versy between Caraco and Forest which was suf-
ficient for the court to assert jurisdiction over
Caraco’s declaratory judgment claim. Id. at *14.

Conclusion

Caraco is the latest case to expand the cir-
cumstances under which ANDA holders can
bring declaratory judgment actions on Orange-
Book-listed patents. Client Alert, “Federal
Circuit Loosens Reins on ‘Case or Controversy’
Requirements for Declaratory Judgment Suits”
(April 3, 2007). In particular, subsequent
ANDA filers are sure to look to Caraco to sup-
port declaratory judgment actions when faced
with delayed market entry until the expiration of
a first-filer’s 180-day exclusivity period.
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