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Litigation Impact of

MedImmune Inc. v. Genentech Inc., et al.
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October 4, 2006, Argued
January 9, 2007, Decided



Facts of the Case

MedImmune and Genentech entered into a License 
Agreement in 1997.

included both Genentech’s Cabilly I patent (chimeric
antibodies) (expired in 2006) and pending Cabilly II 
application (co-expression of immunoglobulin chains in 
recombinant host cells) (expires 2018)

MedImmune agreed to pay royalties on sales of “Licensed 
Products.”

No royalties paid on drug Synagis®, which accounted 
for more than 80% of MedImmune’s revenues

After Cabilly II application matured into a patent, 
Genentech sent a letter to MedImmune requesting 
royalties on Synagis®.



Facts (cont.)

MedImmune paid the royalties under protest and “with 
reservation of all of [its] rights”

Strategy to avoid breach and termination of license 
and potential injunction, and finding of willful 
infringement leading to treble damages & attorneys 
fees

MedImmune filed a Declaratory Judgment Action asserting 
invalidity of Cabilly II patent and non-infringement by 
MedImmune, and seeking a declaration of contractual 
rights and obligations

NOTE:  Cabilly II patent declared invalid by USPTO in 
February 2007; Genentech is appealing



Procedural History

District Court: Dismissed for lack of subject matter 
jurisdiction, relying on the decision in Gen-Probe Inc. v. 
Vysis, Inc., 359 F.3d 1376, 1381 (Fed. Cir. 2004) holding 
that a patent licensee in good standing cannot establish 
an Art. III case or controversy with regard to validity, 
enforceability, or scope of the patent because the license 
agreement “obliterates any reasonable apprehension” that 
the licensee will be sued for infringement.

Federal Circuit: Affirmed District Court’s decision on the 
same ground (427 F.3d 958 (2005)); a licensee must 
materially beach to bring suit.

Supreme Court: Granted certiorari (546 U.S. 1169 
(2006))



Issue Before the Supreme Court

Whether Art. III’s limitation of federal courts’ jurisdiction 
to “Cases” and “Controversies,” reflected in the “actual 
controversy” requirement of the Declaratory Judgment 
Act, 28 U.S.C.§2201(a), requires a patent licensee to 
terminate or be in breach of its license agreement before 
it can seek a declaratory judgment that the underlying 
patent is invalid, unenforceable, or not infringed.



Bottom Line Result
In MedImmune, the Court established the right of a non-
repudiating licensee to challenge the validity of the 
licensed patent.

Rejected premise that License provides immunity from 
validity challenge in exchange for immunity from 
patent infringement.

It still remains the case that a repudiating licensee cannot 
be forced to comply with its contract and pay royalties 
during a challenge to a patent’s validity (Lear, Inc. v. 
Adkins, 395 U.S. 653 (1969)).

Overruled the doctrine of licensee estoppel
Licensee may not be estopped by former license from 
challenging validity



Supreme Court’s Ruling 
(8-1 Majority, Justice Scalia)

MedImmune raised and preserved the contract claim that, 
because of patent invalidity, unenforceability, and 
noninfringement, no royalties are owing.

MedImmune’s failure to cease its royalty payment to avoid 
the “imminent injury” of a threatened enforcement action, 
including treble damages and legal fees, did not render 
nonjusticiable the dispute over the patent’s validity.



Supreme Court’s Ruling 
(8-1 Majority, Justice Scalia) (cont.)

MedImmune is entitled to a Declaratory Judgment 
challenging the validity and enforceability of the patent in 
the license agreement because a sufficient “Case” or 
“Controversy” under Art. III does exist even though the 
license agreement has not been terminated.

Reversed lower finding of lack of subject matter 
jurisdiction, and remanded for further proceeding for 
merits-based arguments for denial of declaratory relief



Supreme Court’s 
Analysis/Reasoning

The “actual controversy” requirement of the Declaratory 
Judgment Act reflects exactly the Constitutional Art. III 
limitation of federal courts’ jurisdiction to “Case” and 
“Controversy” (relying on Nashville, v. Wallace, 288 U.S. 
249 (1993), Aetna Life Ins. Co. v. Haworth, 300 U.S. 227 
(1937), Maryland Casualty Co. v. Pacific Coal & Oil Co., 
312 U.S. 270 (1941))

Supreme Court’s jurisprudence does not require a plaintiff 
to expose himself to liability before bringing suit to 
challenge the basis for the threat; the plaintiff’s own action 
(or inaction) in failing to violate the law eliminates the 
imminent threat of prosecution, but does not eliminate Art. 
III jurisdiction because the threat-eliminating behavior was 
effectively coerced (Terrace v. Thompson, 263 U.S. 197 
(1923), Steffel v. Thompson, 415 U.S. 452 (1974))



Supreme Court’s 
Analysis/Reasoning (Cont.)

Relied upon Altvater v. Freeman, 319 U.S. 359 (1943) 
(held a licensee’s failure to cease its royalty payments did 
not render nonjusticiable a dispute over the patent’s 
validity).  There, the royalties were being paid under 
protest, but under the compulsion of an injunction decree. 
The licensees had the option of stopping payments in 
defiance of the injunction, but the consequence of doing so 
would be to risk “actual and treble damages in 
infringement suits” by the patentees.

Criticized the Fed. Cir.’s attempt to distinguish the facts in 
Gen-Probe from those in Altvater based on the existence of 
an injunction, stating that “[A] licensee who pays royalties 
under compulsion of an injunction has no more 
apprehension of imminent harm than a licensee who pays 
royalties for fear of treble damages and an injunction fatal 
of his business.”



Supreme Court’s 
Analysis/Reasoning (Cont.)

Distinguished Willing v. Chicago Auditorium Asso., 277 
U.S. 274 (1928), there, a lessee wanted to demolish an 
antiquated auditorium, believing it had the right to do so 
without the lessors’ consent, but was unwilling to drop the 
wrecking ball first and test its belief later. The lessee filed 
an action to remove a “cloud” on its lease. The Supreme 
Court held no case and controversy because there was no 
declaratory judgment act at that time; Had Willing been 
decided after the enactment of the DJA, a different result 
would have obtained.

Signing of a licensing agreement does not mean to settle 
any potential dispute, and promising 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.



Dissenting Opinion
(Justice Thomas)

No actual “Case” and “Controversy” while the royalties were 
being paid
Declaratory Judgment cannot be used for seeking an 
advisory opinion for a future litigation
No contractual dispute in this action because the 
contractual claims was merely a “repacking” of the patent 
invalidity claim
Distinguished Altvater on the basis of a) declaratory 
judgment there was filed as a counterclaim to a patent 
infringement suit, b) no license existed; c) royalties were 
paid under the compulsion of an injunction entered in a 
prior case – therefore, Altvater does not apply
Distinguished “coercion” consequences between 
governmental action and private contractual situations –
the coercion would apply only if Genentech had threatened 
MedImmune with a patent infringement suit in the absence 
of a license agreement



Application of MedImmune

How is the Federal Circuit 
applying MedImmune?



Application of MedImmune
First case: Cellco P’ship v. Broadcom Corp., No. 06-1514 
(Mar. 19, 2007)
Key facts:

Cellco uses chips manufactured by Qualcomm
Broadcom had been suing Qualcomm for patent 
infringement
Cellco sued for DJ in ED Va.; ED Va. dismissed under 
old standard

Holding:
Cellco’s DJ claim did present a case or controversy, BUT
The pending litigation between Broadcom and 
Qualcomm in the ITC and Central District of California 
will address the same issues
Trial court properly exercised its discretion when it 
declined to exercise jurisdiction



Application of MedImmune
Sandisk Corp. v. STMicroelectronics, Inc., No. 05-1300, 
2007 WL 881008 (Fed. Cir. Mar. 26, 2007).
Key Facts:

The parties had no license or other contractual 
relationship
Had been negotiating a cross-license
ST claimed it had “absolutely no plan whatsoever to sue 
SanDisk”
But took some inconsistent actions:

Insisted negotiations would be covered by FRE 408 
(settlement negotiations not admissible in litigation; 
questionable efficacy)
Presented SanDisk with detailed infringement 
analysis



Application of MedImmune
Sandisk Conclusion:

MedImmune rejected “reasonable apprehension of suit”
test
MedImmune applies to license negotiations, not just to 
licensees
“Where a patentee asserts rights under a patent based on 
certain identified ongoing or planned activity of another 
party, and where that party contends that it has the right 
to engage in the accused activity without license, an Article 
III case or controversy will arise and the party need not 
risk a suit for infringement by engaging in the identified 
activity before seeking a declaration of its legal rights.”
ST “made a studied and determined infringement 
determination & asserted the right to a royalty based on 
this determination.”
Rejects the former rule that license negotiations normally 
do not create a  litigation controversy “until the 
negotiations have broken down.”



Application of MedImmune

Criticism of this result:
“It would appear that under the court’s standard virtually 
any invitation to take a paid license relating to the 
prospective licensee’s activities would give rise to an 
Article III case or controversy if the prospective licensee 
elects to assert that its conduct does not fall within the 
scope of the patent.”

Bryson, Circuit Judge, concurring.



Application of MedImmune
Teva Pharma. v. Novartis Pharma. Corp., Case No. 06-
1181 (Fed. Cir. Mar. 29, 2006).*
Key Facts:

Patentee Novartis holds multiple patents involving 
famciclovir, an anti-viral compound
Novartis sued generic pharmaceutical manufacturer 
Teva after it filed its ANDA with the FDA
Novartis sued on one, but not all, of its famciclovir
patents
Teva sought DJ of invalidity/non-infringement of the 
additional patents
Trial court applied old rule, found no DJ jurisdiction

Held: under the new MedImmune test, Novartis’s suit on 
one patent created a case or controversy concerning the 
other related patents

*Sutherland represents Teva in ANDA litigation, though not 
in this matter.



Application of MedImmune
Lessons of Sandisk & Teva

Even though MedImmune only addressed whether 
licensee had to breach to create a case or controversy, 
the real impact is much broader
Not limited to licensees who wish to assert invalidity
“Reasonable apprehension of [imminent] suit” test is 
gone
Replaced by this test: “Where a patentee asserts rights 
under a patent based on certain identified ongoing or 
planned activity of another party, and where that party 
contends that it has the right to engage in the accused 
activity without license, an Article III case or controversy 
will arise.”
Arguably, any invitation to license will justify DJ 
jurisdiction



Application of MedImmune
o Some courts have refused to apply MedImmune to relax DJ 

jurisdiction
Merchandising Techs., Inc. v. Telefonix, Inc.

Applied the “reasonable apprehension of imminent suit” test, 
found no DJ jurisdiction; did not apply MedImmune standard 
Did apply MedImmune to determine that adding a Walker Process 
Sherman Act claim doesn’t overcome lack of “reasonable 
apprehension of imminent suit”

WS Packaging Group, Inc. v. Global Commerce Group, 
LLC

Declined to apply MedImmune, because unlike MedImmune, the 
DJ plaintiff here was not a licensee, though they had a settlement 
agreement 

Court said if Federal Circuit revisits its overall “reasonable 
apprehension of imminent suit” test for non-licensees under 
MedImmune, that might change things for this DJ plaintiff



Application of MedImmune

Prasco, LLC v. Medicis Pharm. Corp.
Declined to apply Medlmmune because DJ plaintiff was 
not a licensee

o BUT these decisions were rendered before (or the day after) 
Sandisk; now reach of Medlmmune to non-licensee cases is 
established.



Application of MedImmune
What acts by patentee will create DJ jurisdiction? 

The list is certainly broader now:
Licensor says it will “defend itself” if sued for 
invalidity

Rite-Hite Corp. v. Delta T Corp.
Promising not to sue, but engaging an expert to 
prepare an infringement analysis*

Sandisk Corp. v. STMicroelectronics
Sending a cease & desist letter, without a promise not 
to sue

Highway Equip. Co., Inc. v. Cives Corp.
Cease & desist correspondence + suit v. another 
competitor

Cellco P’ship v. Broadcom Corp. (but proper to decline to 
exercise DJ juris. for other reasons)

Suing on some, but not all, related patents
Teva Pharma. v. Novartis Pharmas. Corp. 

*Some argue the rule in this case is not limited to “license 
negotiations + some expectation of suit”



Application of MedImmune
Miscellaneous patent cases applying MedImmune

Nordica USA Corp. v. Ole Sorensen: 
where inventor DJ defendant no longer owned the 
patent, no case or controversy exists as to him, 
because he could not sue to enforce patents he no 
longer owned

BridgeLux, Inc. v. Cree, Inc.: 
patent holder’s statements to DJ plaintiff’s customers 
that its product infringed patents do not create a case 
or controversy
did not allow jurisdictional discovery to rebut patent 
holder’s declarations that it did not threaten suit

Microprocessor Enhancement Corp. v. Texas Instruments 
Inc.:

a suit by TI for patent infringement necessarily 
establishes required case or controversy for DJ of 
invalidity



Application of MedImmune

Many thanks to Dave, Bob & Frank, and Darcy Jones of 
Sutherland

Next Topic:
What are the licensing implications of MedImmune? 



Options for Licensor After 
Medimmune

1. Up Front Payments/Front-Loaded Royalties

2. Provide for Option to Terminate License if Licensee 
Challenges

3. Provide Increase in Royalty Rate if Licensee 
Challenges

4. Require Arbitration to Resolve Dispute with Licensee

5. Include Consent Decree with License



Options for Licensor After 
MedImmune

Goal of First Three Options is to Discourage Licensee from 
Challenging

Goal of Last Two is to Reduce Risk to Licensor if Licensee 
Wants to Challenge

Viability of First Three Requires that Lear v. Adkins Does 
Not Prohibit Reduction of Incentives for Licensee to 
Challenge



1.  Up Front Payments/Front-Loaded
Royalties

Licensee Gets Most Value Up Front

Up Front Payments Would Have to Be Discounted

Not a Good Option for Inventions Yet to Reach 
Market  and for Cash Poor Licensees



2. Provide for Option to Terminate
License if Licensee Challenges

Licensor Should Keep Option to Terminate

May Have More Teeth in Licenses for Multiple 
Patents



3. Provide Increase in Royalty Rate
if Licensee Challenges

Increased Rate Would Only Be Collected if Patent 
Survives Challenge

Can Be Justified Because Patent Surviving Challenger 
Has More Value



4. Require Arbitration to Resolve
Dispute with Licensee

Takes Challenge Out of Courts

Can Limit Cost of Challenge



5. Include Consent Decree with 
License

Conduct Friendly Litigation Prior to Licensing

Should Allow Full Investigation by Licensee of 
Validity
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