
The Supreme Court’s January 9, 2007
opinion in MedImmune, Inc. v. Genen-
tech, Inc.1 alters the balance of power
between patent holders and their
licensees. A patent licensee is no longer
required to terminate or breach its license
agreement in order to seek a declaratory
judgment that the licensed patent is
invalid, unenforceable, or not infringed.
Overruling prior Federal Circuit deci-
sions to the contrary, the Court held that
an “actual controversy” sufficient to exer-
cise subject matter jurisdiction under the
U.S. Constitution and the Declaratory
Judgment Act can exist even when the
patent licensee has not refused to pay roy-
alties and has not materially breached the
license agreement.

The Court’s decision has far-reaching
implications. It likely will result in
increased litigation against patent licen-
sors, who thought that their current
license agreements effectively protected
their patents from attack. The decision
also will undoubtedly affect the terms of
future license agreements, as licensors
seek to implement new contractual mech-
anisms to lessen the impact of this deci-
sion. Finally, this decision will affect rela-
tions between brand-name and generic
drug manufacturers, because in deciding
this case the Court also criticized the Fed-
eral Circuit’s test for exercising subject
matter jurisdiction over declaratory judg-
ment actions in the context of the Hatch-
Waxman Act.

Background
MedImmune manufactures Synagis, a

drug that prevents respiratory tract dis-
ease in infants and young children. In
1997, MedImmune entered a license
agreement with Genentech that covered
an existing patent and a pending patent
application. MedImmune agreed to pay
royalties on sales of products the manu-
facture, use, or sale of which would
infringe claims of the covered patents.
When Genentech’s pending application
issued in 2001, Genentech informed
MedImmune that it believed Synagis
infringed the patent and that MedImmune
should pay royalties under the 1997
agreement.

MedImmune believed it did not owe
royalties because the patent was invalid,
unenforceable, and not infringed by
Synagis. However, faced with the threat
of treble damages, attorney’s fees, and an
injunction against selling Synagis (which
accounted for more than 80 percent of
MedImmune’s revenues from sales since
1999), MedImmune paid the royalties
under protest and filed a declaratory judg-

ment action. The district court dismissed
the action for lack of subject matter juris-
diction, and the United States Court of
Appeals for the Federal Circuit affirmed.2

Subject Matter Jurisdiction
Article III of the U.S. Constitution

limits the jurisdiction of federal courts to
cases and controversies arising under the
Constitution and other laws of the United
States.3 This jurisdictional requirement is
implemented in the Declaratory Judg-
ment Act, which specifies that in “a case
of actual controversy” an interested party
may seek a declaration of its rights and
legal relations from a federal court.4

In determining the justiciability of
declaratory judgment actions, the
Supreme Court has eschewed bright-line
rules in favor of contextual analysis. The
Court summarized the jurisdictional
requirements by stating: “Basically, the
question in each case is whether the facts
alleged, under all the circumstances,
show that there is a substantial contro-
versy, between parties having adverse
legal interests, of sufficient immediacy
and reality to warrant the issuance of a
declaratory judgment.”5

The Federal Circuit’s prior two-part
test for determining subject matter juris-
diction required a declaratory judgment
plaintiff to show that (1) it had a reason-
able apprehension that it faced an
infringement suit and (2) it conducted
activities that could constitute infringe-
ment.6 Under this test, a licensee in good
standing would not meet the Article III
case-or-controversy requirement because
the license agreement “obliterated any
reasonable apprehension of a lawsuit.”7

As such, the Federal Circuit’s test
required a licensee to terminate or breach
its agreement and face the threat of an
infringement suit before it could seek a
declaratory judgment on the validity,
enforceability, or infringement of the
licensed patent.

In MedImmune, the Supreme Court
overruled the Federal Circuit and held
that the subject matter jurisdiction
requirement of Article III does not require
a licensee to terminate or breach its
license agreement before seeking a
declaratory judgment that the licensed
patent is invalid, unenforceable, or not
infringed.

The Court applied the reasoning of
earlier decisions involving the threat of
government action, in which the Court
held that a plaintiff does not have to
expose itself to liability before bringing
suit to challenge the validity of a law. The
same rationale applies when the threat
comes from a private party rather than
from the government. According to the
Court, MedImmune did not have to “risk
treble damages and the loss of 80 percent
of its business, before seeking a declara-
tion of its actively contested legal
rights.”8

The Court also rejected Genentech’s
argument that the parties effectively set-
tled this dispute when they entered the
license agreement. Genentech argued that
when a licensee enters into a license
agreement, it purchases an “insurance

policy” that immunizes it from infringe-
ment suits so long as it pays royalties and
does not challenge the licensed patent.9

According to Genentech, allowing the
licensee to challenge the patent while
enjoying its immunity from suit elimi-
nates this quid pro quo between the
patentee and the licensee.10 The Court
countered that a “prohibition against chal-
lenging the validity of the patents … can
hardly be implied from the mere promise
to pay royalties.”11 The Court emphasized
that “[p]romising to pay royalties on
patents that have not been held invalid
does not amount to a promise not to seek
a holding of their invalidity.”12

Implications Of The Decision
The most obvious impact of this deci-

sion will be to increase the number of
declaratory judgment actions brought by
licensees against their licensors. How-
ever, this possibility should not be over-
stated. Even though a licensee can seek a
declaratory judgment, that does not nec-
essarily mean that it will do so in every
instance.

A licensee still might hesitate before
challenging the validity or enforceability
of a patent in court, given that issued
patents are presumed valid, litigation
costs might exceed the amount of royal-
ties due under the license agreement, and
an invalidity ruling would also help any
of the licensee’s competitors who license
the same patent. That being said, if a
licensee does seek a declaratory judgment
of invalidity, it is probably because it has
a strong invalidity case or because the
agreement calls for significant royalties –
and these are exactly the cases that should
most concern licensors.

The second impact of the Court’s deci-
sion will be on the terms of future license
agreements. Because patent licensors are
no longer assured peace, they can be
expected to (1) charge more for patent
licenses to compensate for the uncertainty
of patent challenges or (2) negotiate up-
front, lump sum payments rather than
running royalties. 

Licensors also might want to include
explicit “trigger provisions” in the license
agreement. That is, if the licensee files a
declaratory judgment action challenging
the patent’s validity or enforceability, the
filing would trigger one or more events,
such as termination of the license, pay-
ment of a higher royalty rate, or forfeiture
of a sum placed in escrow when the
license was signed. Licensees in turn
might accede to such provisions in
exchange for paying lower royalty rates
or avoiding lump sum payments. 

A license agreement containing an
explicit promise not to challenge the
validity of the licensed patent, however,
might raise public policy concerns. As the
Court pointed out in Lear, Inc. v. Adkins,
there is an important public interest in
challenging the validity of patents, and
licensees are often the only ones with an
economic incentive to do so. “If they are
muzzled, the public may continually be
required to pay tribute to would-be
monopolists without need or justifica-
tion.”13 Thus, the next battle in this arena

might involve no-challenge clauses or
other contractual terms designed to
restrict the ability of licensees to chal-
lenge licensed patents.

Finally, this decision will affect
declaratory judgment actions in pharma-
ceutical cases that do not even involve
license agreements. In deciding this case,
the Court criticized the Federal Circuit’s
reasonable-apprehension-of-imminent-
suit test as applied in Teva Pharm. USA,
Inc. v. Pfizer, Inc. because it conflicted
with Supreme Court precedent.14 This
criticism is noteworthy because the
Supreme Court had denied a petition for
certiorari filed by Teva in 2005, after the
Federal Circuit had dismissed its declara-
tory judgment suit.15

The Teva case involved a declaratory
judgment action brought by a generic
pharmaceutical company in the context of
the Hatch-Waxman Act.16 Teva filed an
abbreviated new drug application
(“ANDA”) with a “paragraph IV certifi-
cation” asserting that one of Pfizer’s
patents related to Zoloft™ was invalid
and not infringed by Teva’s product.17

Pfizer listed the patent in the FDA’s
“Orange Book,” which contains a list of
all patents “with respect to which a claim
of patent infringement could reasonably
be asserted” against a generic equivalent
of the brand-name drug.18 Under the
Hatch-Waxman framework, Pfizer could
have filed an infringement suit against
Teva within forty-five days in order to get
a thirty-month “stay” on the FDA’s
approval of Teva’s ANDA.19 Pfizer, how-
ever, did not file an infringement suit, and
Teva filed a declaratory judgment action
seeking a declaration that Pfizer’s patent
was invalid and not infringed. The district
court dismissed the case for lack of sub-
ject matter jurisdiction. The Federal Cir-
cuit affirmed, holding that Teva had failed
to establish an “actual controversy” as
required by the Declaratory Judgment Act
because Teva failed to prove that it had a
“reasonable apprehension of imminent
suit.”20 However, because the Supreme
Court declined to review the Teva case
directly, it is unclear when generic com-
panies will be able to bring declaratory
judgment actions.
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