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QUESTION PRESENTED

Does the “achual controversy” requirement of the Declar-
atory Judgment Act, 28 U.S.C. § 2201(a), require a material

breach ‘of a license agreement by a licensee prior to suit for

declaratory relief for patent- infringement, invalidity, or
unenforceability?

®
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LIST OF PARTIES

Petitioner was the only appellant in the court below.
Respondents are Centocor, Inc.; the Trusteés of Columbia
University in the City of New York; and the Board of
Trustees of the Leland Stanford Junior University, all appel-
lees in that court.

LIST PURSUANT TO RULE 29.6

Petitioner is a publicly held corporation. No publicly held
entity owns 10% or more of its stock.
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' IN THE » ,
Supreme Court of the United States

No._

MEDIMMUNE, INC.,

Petitioner,
V.

CENTOCOR, INC., et al.,
Respondents.

Petition for a Writ of Certiorari to the
United States Court of Appeals
for the Federal Circuit

PETITION FOR A WRIT OF CERTIORARI

Petitioner prays that a writ of certiorari issue to review the
judgment of the United States Court of Appeals for the Fed-
eral Circuif entered in this case -June 1, 2005.

OPINIONS BELOW

The opinion of the United States District Court for the
District of Maryland denying jurisdiction under Article III
and the Declaratory Judgment Act is unreported and is
reproduced in the Appendix at A. 33a.! The previous opinion
of the same court upholding jurisdiction under Article III and
the Declaratory Judgment Act is reported at 271 F. Supp. 2d

+ 762 and is reproduced at A. 11a. The opinion of the United

! Citations to “A.” are to the appendix to this petition. Citations to
“C.A.A.” are to the joint appendix filed in the Court of Appeals, and to
" “C.” to the second amended complaint.

. B




2

States Court of Appeals for the Federal Circ_uit is reported at
409 F.3d 1376 and is reproduced at A. la. Its order denying

rehearing and ‘rehearing en banc is unreported and is
reproduced at A. 40a.

JURISDICTION

The judgment of the Court of Appeals was entered June 1,
2005. A timely petition for rehearing and rehearing en banc
was denied August 25, 2005. This Court has jurisdiction
pursuant to 28 U.S.C. § 1254(1). h

CONSTITUTIONAL AND STATUTORY
PROVISIONS INVOLVED

Article T of the Constitution of the United States and

28 U.S.C. §§ 1331, 1338(2) and 2201(a) are reproduced at
A 4la.

STATEMENT
A. The Patent and License.

Petitioner, MedImmune, Inc., is a biotechnology company.
It manufactures and markets the pediatric drug Synagis®, the
only drug in the United States indicated for prevention
of potentially fatal resplratory tract mfecuons caused by
respiratory syncytial virus in infants. Synagis® was approved.
by the United States Food and Drug admlmstra’ﬂon on June
18, 1998, and petitioner began selling Synagis® in September

of the same year. Synag1s. has accounted for at least 80% of
petitioner’s sales since 1999.

Respondent universities own the rights to U.S. Patent No.
5,807,715 (“the *715 patent”), and respondent Centocor is
their exclusive licensee.? A. 12a, 33a-34a; C.A.A. 60, 135.

%2 Respondent Centocor is licensed by the owners of the patent—
respondent trustees of Columbia and Stanford Universities—to make, use,

and sell products pursuant to the 715 patent, and to sublicense and
enforce it. A. 12a &n.3.
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As characterized by respondents, the *715 patent claims a

“pioneering technology” that relates to a “basic method” of

producing antibody molecules used to help prevent disease.

C.A.A. 137. Although the application that led to the *715

patent was filed in the U.S. Patent and Trademark Office

- (“PTO™) August 27, 1984, the patent did not issue until
September 15, 1998. C.A.A. 60. ‘

Pursuant to PTO regulations, the *715 patent’s claims and
disclosures were kept confidential for the fourteen years
" between the filing of the application and the date of issue.
During that time, petitioner was founded, engaged in years of
research and discovery in developing Synagis®, obtained its
own patents on Synagis® from the PTO and other patent
authorities worldwide, and conducted the rigorous, lengthy

and expensive preclinical and clinical trials necessary to

launch Synagis®. During this entire period, petitioner was
unaware of the pendency of the ’715 patent application,
which claimed “pioneering technology.” C. 6, 7. '

In May 1999 Centocor announced to petitioner that peti-
tioner’s Synagis® product was “covered by [ie., infringed]
the *715 Patent.” C. 7 (brackets in original). Petitioher in
reply challenged that assertion. /d. At a meeting in March
2000, Centocor threatened petitioner and its distributor with a
suit for infringement unless petitioner agreed to a license
from Centocor. C. 7. Such litigation would have had a
serious and immediate effect on petitioner. C. 8. Nego-
tiations. and more threats of litigation followed. C. 7-8.
Finally in December 2000 petitioner and Centocor entered
into a sublicense agreement, which required petitioner to pay
royalties for “licensed product[s],” defined only as products
‘falling within the scope of the claims of the ’715 patent.
A. 13a. The agreement did not name Synagis® as such a
product, contained no acknowledgment of validity or in-
fringement of the 715 patent, and included no agreement not

e A e L G e S e e L e




4

to litigate. Petitioner has paid royaltiés pursuant to that
license since December 2000, and continues to do so.”

In March 2002 petitioner sent Centocor a letter recounting
the circumstances under which petitioner had been eco-
nomically compelled to enter the license, and stating again
petitioner’s conclusion that the *715 patent was invalid and
did not cover Synagis®. C.A.A. 1122-23. Petitioner denied
that it had any obligation to make royalty payments under the

license. In a letter dated April 1, 2002, Centocor disputed -

petitioner’s conclusions and stated that it required petitioner
to continue to pay royalties under the license agreement.

C. 9-10.

B. The Present Action,

Four days later petitioner filed this action against Centocor
in the United States District Court for the District of
Maryland, invoking the Declaratory Judgment Act, 28 U.S.C.
§ 2201, and seeking declarations that:

(1) Synagis® is not a “licensed %roduct” under the
license agreement (i.e., that Synagis~ does not infringe
the claims of the *715 patent);

(2) the 715 patent is invalid and/or that Synagis® did
not infringe the claims of the *715 patent; and

(3) the *715 patent is unenforceable because of mis-
conduct by respondents before the PTO, including mis-
representations and omissions concerning the enable-
ment of the invention.

A. 13a.

? Petitioner in order to market Synagis® also agreed to a license from
Genentech, Inc., which asserted infringement of its own very broad patent
claims allegedly covering production of monoclonal antibodies.
Petitioner separately sought a declaratory judgment against Genentech; a
petition for certiorari in that case is pending. Medlmmune, Inc. v.
Genentech, Inc., No. 05-608.
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Respondents thereupon filed their own declaratory judg-
~ment action in the United States District Court for the
Northern District of California, alleging that “[a]n actual
controversy exists.” C.A.A. 140. A “mirror image” of
petitioner’s suit, A. 3a, 13a-14a, their complaint prayed for a
declaration that petitioner by ceasing to pay royalties would
be infringing the claims of the 715 patent, and that the claims
of that patent were valid and enforceable. A. 14a n.4. The
District Court in California dismissed respondents’ complaint
-in favor of pet1t10ner s first-filed and pending case in
Maryland. A. 14a-15a.*

C. The District Court’s First Decision.

The University respondents then moved to dismiss the
Maryland action on the ground that, because of the existing
license agreement between petitioner and Centocor, with
which petitioner was complying, there was no justiciable
controversy between the parties under Article III and the
Declaratory Judgment Act. C.A.A. 636-37. The District
Court denied the motion. A. 31la. Stating the issue as
whether petitioner “must first breach the licensing agreement
(e.g., stop paying royalties) before an actual controversy can
arise,” A. 17a, the court held that the “relevant case law on
the issue does not demand” breach of the license agreement in
order for an “actual controversy” to be present:

“The Court finds that under the totality of the cir-
cumstances, there is a reasonable apprehension of an
infringement suit (even in the absence of a breach of the
licensing agreement) sufficient to create an ‘actual
controversy’. Although the parties are under license,
there is a clear and concrete dispute between them about
whether .vanagzs infringes on the '715 patent It is

% Centocor, Inc. v. MedImmune, Inc., No. C 02-3252, U.S. Dist. Ct.,
N.D. Cal. (Oct. 21, 2002). The dismissal was based also on the court’s
discretion, and on lack of an dctual controversy because of the anticipated
ruling of the court in Maryland. See A. 3a, 14a-15a, 19an.7.
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beyond doubt that were Medlmmune to breach the .

licensing agreement, Defendants would immediately file
suit on infringement (and possibly other) grounds. . . .
Under the circumstances in the present case, the Court
finds that such a threat can exist in the absence of any
breach of the licensing agreement.”

A. 18a-19a (emphasis supplied).

The District Court pointed to the function of the

Declaratory Judgment Act, and the established principle that
breach of an agreement is not required prior to suit seeking a
declaration of rights: “The purpose of these type of actions is
to remove the harmful uncertainty that arises when a party is
unsure as to its legal position.” A. 19a n.6. The District

Court reviewed Federal Circuit case law and found no

support for the proposition that breach of a license agreement
was required in order to meet the “actual controversy”
requirement of the Declaratory Judgment Act. A. 18a. The
District Court held that “[i]t is beyond doubt that were
MedImmune to breach the licensing agreement, Defendants
would immediately file suit on infringement (and possibly
other) grounds.” A. 19a.

D. The District Court’s Sémndl Decision.

However, in June 2004 the District Court on respondents’
motion dismissed petitioner’s declaratory judgment suit for
lack of jurisdiction. A. 39a. The District Court explained
that it was bound to overturn its prior ruling because of a
decision of the Federal Circuit first announced three months
earlier, Gen-Probe Inc. v. Vysis, Inc., 359 F.3d 1376 (Fed.
Cir.), pet'n for cert. dismissed, 125 S. Ct. 351 (2004) (No. 04-
260). A. 36a, 38a-39a. Under that decision, the Federal
Circuit announced a rule that when a patent licensee had
complied with, rather than violated, its royalty obligations,
there could be no “actual controversy” within the meaning of
the Declaratory Judgment Act and the requirements of Article

f o s e o et
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ITI of the Constitution. The District Court quoted and applied .
this new constitutional interpretation as set forth by the Fed-
eral Circuit in Gen-Probe:

“[A] licensee must, at a minimum, étop paying royalﬁés
(and thereby materially breach the agreement) before

bringing suit to challenge the validity or scope of the
licensed patent.” '

. A. 38a, quoting Gen-Probe, 359 F.3d at 1381. Concluding
~that the facts in petitioner’s action were “identical in all
material aspects” to those of Gern-Probe, A. 37a, the District
Court dismissed the case. Petitioner appealed to the United
States Court of Appeals for the Federal Circuit.

E. The Federal Circuit’s Decision.

The Federal Circuit (Schall, J., joined by Bryson and
Gajarsa, JJ.) affirmed the dismissal, holding that “the district
court .did not err in ruling that no Article III case or con-
troversy existed,” A. 10a, and that “Gen-Probe is deter-
minative of this case,” A. 5a.

Quoting its Gen-Probe decision, the Federal Circuit reit-
erated the rule amnounced there that a “license, ‘unless
materially breached, obliterated any reasonable apprehension
of a lawsuit,”” and was excluded from federal jurisdiction
under the Declaratory Judgment Act. A. 5a, quoting Gen-
Probe, 359 F.3d at 1381. It added that “[qjuite simply, once
the license agreement was in place and MedImmune was in
compliance with the terms of the agreement, Medlmmune
could not be under a reasonable apprehension that it would
face an infringement suit by Centocor.” A. S5a-6a (emphasis
supplied). ‘ '

The Court of Appeals rejected petitioner’s arguments that
the Gen-Probe decision so read was inconsistent with this
Court’s decisions under Article III and ‘the Declaratory
Judgment Act, also with this Court’s decisions in Lear, Inc. v.
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Adkins, 395 U.S. 653 (1969), and Cardinal Chem. Co. v.
Morton Int’l, Inc., 508 U.S. 83 (1993), as well as with the
Federal Circuit’s own prior decisions. A. 6a-8a.

The Court of Appeals further held that it made no dif-
ference in applying the “actual controversy” requirement that
respondents had themselves even brought suit against
petitioner. That had occurred, the Federal Circuit empha-
sized, “after MedImmune filed its declaratory judgment suit,
A. 9a (emphasis in original), and “[Ilater events may not
create jurisdiction where none existed at the time of filing,”
id., quoting GAF Bldg. Materials Corp. v. Elk Corp., 90 F.3d
479, 483 (Fed. Cir. 1996). “MedImmune,” it held, because of
compliance with the license, “could not be under a reasonable
apprehension that it would face an infringement suit by
Centocor.” A. 6a.

Petitioner sought rehearing and rehearing en barnc, arguing
that “the. panel decision conflicts with prior decisions of the

Stpteme Court and this Court. > The Court of Appeals

denied the petition. A. 40a.

- REASONS FOR GRANTING THE WRIT

This petition raises the same Article III and Declaratory
Judgment Act issue that is pending before this Court in
MedImmune, Inc. v. Genentech, Inc., No. 05-608, and was,
until withdrawn, previously presented to this Court in Gen-
Probe Inc. v. Vysis, Inc., No. 04- 260.° The Federal Circuit’s
new Gen-Probe doctrme applied in- the present case once
again, effectively eliminates declaratory actions by patent
licensees against their licensors—in spite of this Court’s
holding in Lear, Inc. v. Adkins, 395 U.S. 653 (1969), and

% Petition for Rehearing En Banc, Fed. Cir., No. 04-1499, Jupe 15,
2005, at 2. .

§ By agreement of the parties, the petition for certiorari in Gen-Probe
was dismissed pursuant to this Court’s Rule 46.1. 125 S. Ct. 351 (2004).
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contrary to this Court’s decisions applying-the Declaratory
Judgment Act and Article III going back to the 1930s.” The
District Court, superseding its pre-Gen-Probe ruling, recog-
nized that Gen-Probe was a revision of the Federal Circuit’s

~law on Article IIl and the Declaratory Judgment Act as

previously applied to patent challenges involving licenses. A.

'37a2-38a. This new rule of constitutional law now has been

approved in four panel opinions, joined by seven of the
Federal Circuit’s twelve active judges and two of its senior
judges. Rehearing en banc twice has been denied, both in
Gen-Probe and now in the present case.® ~

Besides' misinterpreting Article Il and revising the
Declaratory Judgment Act, the decision is contrary to the
policy of the patent laws ‘themselves as declared in this
Court’s decision in Lear, Inc. v. Adkins, which disallowed the
doctrine of licensee estoppel. Because the Federal Circuit is
the appellate court for patent claims, its new doctrine now
governs essentially every patent licensee. See Cardinal
Chem. Co. v. Morton Int’l, Inc., 508 U.S. 83, 89 (1993)

" The “actual controversy” réquirement of the Declaratory Judgment
Act extends to the limits of the “Cases™ or “Controversies” jurisdiction of
Article IIl. detna Life Ins. Co. v. Haworth, 300 U.S. 227, 239-40 (1937);
ACands, Inc. v. Aetna Cas. & Surety Co., 666 F.2d 819, 822 (3d Cir.
1981).

8 See, in addition to Gen-Probe and the present decision, MedImmune,
Inc. v. Genentech, Inc., 427 F.3d 958 (Fed. Cir. 2005), pet’n for cert.
pending (No. 05-608); Metabolite Labs., Inc. v. Laboratory Corp. of
America Holdings, 370 F.3d 1354, 1369 (Fed. Cir. 2004) (vacating judg-
ment in part because “in light of LabCorp’s continuing royalty payments '

‘on the panel test, LabCorp cannot itself challenge the validity of a claim

for which it continues to pay royalties”), cert. granted, 74 U.S.L. WEEK
3287 (2005) (No. 04-607). See also, applying the Federal Circuit’s
interpretation of Article IIl outside the patent-license -context, Teva

.Pharmaceuticals USA, Inc. v. Pfizer, Inc., 395 F.3d 1324, rehearing en

banc denied, 405 F.3d 990 (Fed. Cir.), cert. denied, 125 S. Ct. 1413
(2005) (No. 05-48).
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(Federal Circuit patent doctrine “a matter of special impor-
tance to the entire Nation™). And because the Gen-Probe
license cases rest on Article III and the Declaratory Judgment
Act, and cannot logically be limited only to patent licenses, it

_affects basic federal law throughout the country.

I. THE FEDERAL CIRCUIT’S DECISION CON-
FLICTS WITH DECISIONS OF THIS COURT
AND OF OTHER COURTS OF APPEALS.

A. The Decision Is Contrary te This Court’s
Holdings on Article III and the Declaratory
© Judgment Act.

In Aetna Life Ins. Co. v. Haworth, 300 U.S. 227 (1937),
this Court in upholding the Declaratory Judgment Act, 28
U.S.C. § 2201(a), explained that

“Where there is such a concrete case admitting of an
immediate and definitive determination of the legal
rights of the parties in an adversary proceeding upon the
facts alleged, the judicial function may be appropriately
exercised although the adjudication of the rights of the
litigants may not require the award of process or the
payment of damages.”

300 U.S. at 241. This Court held that a dispute over the
meaning of terms of insurance policies presented “a dispute . . .
manifestly susceptible of judicial determination.” Id. at 242.

Soon after detna this Court specifically held that the De-
claratory Judgment Act applied to a patent-license challenge.
Pointing out the immediacy of the dispute, this Court

- explained that -

“certainly the fequirements of case or controversy are
met where payment of a claim is demanded as of right
and where payment is made, but where the involuntary
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or coercive nature of the exaction preserveé the right to
recover the sums paid or to challenge the legality of the
claim.” :

* Altvater v. Freeman, 319 U S. 359, 365 (1943). Further, that
opinion held:

“It is said that so long as peﬁtioners are paying royalties
they are in no position to raise the issue of invalidity—
the theory being that as licensees they are estopped to
deny the validity of the patents and that, so long as they
continue to pay royalties, there is only an academic, not
a real controversy, between the parties. . . . The fact that
royalties were being paid did not make this a ‘difference
or dispute of a hypothetical or abstract character.””

Id. at 364 (empha51s supphed), quoting in part detna, 300
U.S. at 240.

Prior to the Federal Circuit’s decision in Gen-Probe, the
District Court here explicitly found that “Although the parties
are under license, there is a clear and concrete dispute
between them about whether Synagis® infringes on the 715

patent.” A. 18a-19a (emphasis supplied). Those facts have
- not changed:

—The °715 patent has issued from the PTO, and

unless successfu]ly challenged remains in force until its
expiration in 2015, :

—The license agreement is in force for the duration of
the *715 patent. -

—“Although the parties are under license,. there is a
clear and concrete dispute between them about whether
Synagis® infringes on the *715 patent.” A. 18a-19a.

— The declaration of i ®ghts sought by petitioner will
be definitive. If Synagls is found to infringe the *715
patent and the patent is upheld, that determination will
be binding on petitioner. If the *715 patent is declared

TR
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invalid or unenforceable for mlsconduct or not to cover
Synagls that decision will be binding on respondents.

That an “actual controversy,” 28 U.S.C. § 2201(2), exists
here appears beyond any sensible dispute. Evidenced by its
letters and actions prior to and including filing declaratory
suit in 2002, petitioner actively disputes that it has an
obligation to pay royalties on the *715 patent. Respondents
conversely continue to claim that royalties are owed. Indeed,

- respondents even filed their own declaratory suit in another

forum, alleging the same facts to be an “actual controversy.”
See pp. 4+5, supra. It is difficult to see how this long and
contentious controversy, which the two sides have respec-
tively attempted to put before two federal district courts, is
not an “actual controversy” under 28 U.S.C. § 2201(a). As
the District Court put it, “both sides have shown an eagerness
to resolve the dispute between them.” A. 19a.

The only thing that has changed since the District Court
recognized the “clear and concrete dispute” between the
parties, id., is the Federal Circuit’s application of consti-
tutional law: the Federal Circuit’s Gen-Probe decision,
setting forth a new and arbitrary rule that a licensee must
breach a license agreement prior to filing a declaratory action.
The Declaratory Judgment Act certainly does not say that.
All that it requires is an “actual controversy.” 28 U.S.C.
§ 2201(a). Such a controversy is abundantly present here.
Here, just as in Aetna,

“There is here a dispute between partles who face each
other in an adversary proceeding. The dispute relates to
- legal rights and obligations arising from the contracts
. . The dispute is definite and concrete, not
hypothencal and abstract. Prior to this suit, the parties
had taken adverse positions with respect to their existing
obligations. . . . It calls, not for an advisory opinion
upon a hypothetical basis, but for an adjudication of
present right upon established facts.”

300 U.S. at 242.
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In adopting an absolute requirement that bars declaratory
judgment actions and permits no discretion when the licensee
is in compliance with the contract, the Federal Circuit has
misunderstood this Court’s direction, reiterated in many
cases, that there can be no absolute or “precise test for

determining in every case whether there is such [an actual]
controversy,” and

“the question in each case is whether the facts alleged,
under all the circumstances, show 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.”

Maryland Cas. Co. v. Pacific Coal & Oil Co., 312 U.S. 270,
273 (1941). Even before Aetna, in reviewing a state-court

- declaratory proceeding, this Court recognized that jurisdiction

under Article IIT is not precluded “so long as the case retains

 the essentials of an adversary proceeding, involving a real,

not a hypothetical, controversy, which is finally determined
by the judgment below.” Nashville, C. & St. L. Ry. v.
Wallace, 288 U.S. 249, 264 (1933).

B. The Decision Is Contrary to Declaratory Judg-
ments on Licemses and QOther Contracts in
Other Circuits.

The Federal Circuit’s requirement that there be “reasonable
apprehension of suit,” A. 5a, Gen-Probe, 359 F.3d at 1380,
which can be produced only by material breach of a license,
has no grounding in precedent from other circuits or in the
language of the statute. The words of the Declaratory
Judgment Act are explicit in what it requires: simply an
“actual controversy.” 28 U.S.C. § 2201(a). Dozens of
cases for dozens of years have recognized that an “actual
controversy” can exist without importing an additional, non-

statutory requirement for material breach and “apprehension
of suit.”
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Under the Federal Circuit law applied here, for a patent
licensee to bring a declaratory judgment action, “there must
be both (1) a reasonable apprehension on the part of the
declaratory judgment plaintiff that it will face an infringement
suit; and (2) present activity by the declaratory judgment
plaintiff which could constitute infringement, or concrete
steps taken with the intent to conduct such activity.” A. 5a.
And as Gen-Probe explicitly stated, it is impossible for any
licensee not in breach to meet that test, because the “license,
unless materially breached, obliterate[s] any reasonable

apprehension of a lawsuit . . . .” Gen-Probe, 359 F.3d
at 1381.°

The Federal Circuit has lost sight of the facf that the
“reasonable apprehension” inquiry is only a proxy for. the

-“actual controversy” standard, coextensive with Article III,

that Congress enacted in the statute. Other circuits recognize
that Aetna and the decisions following it establish that
apprehension of a lawsuit

“is not the only way to establish the existence of a case
“for purposes of Article III. The reasonable apprehension
of suit doctrine exists to cabin declaratory judgment
actions where the only controversy surrounds a potential,
future lawsuit.”

Sallen v. Corinthians Licenciamentos LTDA, 273 F.3d 14, 25
(1st Cir. 2001). Two Federal Circuit judges in dissent has
pointed this out.'

? The “reasonable apprehension” requirement in the Federal Circuit

~ traces its origin fo an era prior to Lear, when because of licensee estoppel
- patent licensees could not bring suit under any circumstances. See, e.g.,

C.R. Bard, Inc. v. Schwartz, 716 F.2d 874, 879 (Fed. Cir. 1983), citing

‘Japan Gas Lighter Ass'n v. Ronson Corp., 257 F. Supp. 219 (D.NJ.

1966).

8 See Teva Pharmaceuticals USA, Inc. v. Pfizer Inc., 405 F.3d 990,
997 (Fed. Cir. 2005) (Dyk, I., dissenting from denial of rehearing en
banc) (“In my view, the First Circuit is correct: the proper test under
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The Second Circuit, in a frequently cited case, held in 1977
that

“Addressing the question whether a patent licensee must
actually withhold royalty payments before he can
challenge validity, we conclude—as have most courts
who have considered the issue—that such repudiation of
the licensing agreement should not be precondition to
suit.”

Warner-Jenkinson Co. v. Allied Chem. Corp., 567 F.2d 184,

187 (2d Cir. 1977) (citing cases). In another pre-Federal-

Circuit case, the Seventh Circuit in Precision Shooting Equip.

Co. v. Allen, 646 F.2d 313 (7th Cir.), cert. denied, 454 U.S. .
964 (1981), considered whether “a valid license is an absolute

defense to a patent infringement action, since Bear, as

licensee, can have no reasonable apprehension of liability in

an infringement suit.”> Id. at 314 (emphasis supplied). The

court held that the license did not negate a justiciable Article

III controversy, recognizing a “useful purpose” in “test[ing]

out whether or not the patentee is entitled to the monopoly

and royalties it claims or whether what it seeks to protect for

itself is really part of the public domain,” and noting that a

decision on validity “will impact upon the business dealings

between the parties.” Id. at 318. The Seventh Circuit focused

on whether the licensee alleged “a reasonable apprehension

that the patentee will bring an infringement suit against him if
there is non-compliance with the license.” Id. (emphasis

supplied). That test, rather than the absolute bar set here by

the Federal Circuit, reflects the “actual controversy” standard

prescribed by the Declaratory Judgment Act.

Under the regional circuits’ understanding—mquiring un-
der Aetna whether there is a controversy that is “definite and

Aticle III is whether there is a present concrete controversy, and the panel
here applied an incorrect test [‘reasonable apprehension of suit’].”).
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concrete,” “appropriate for judicial determination,” and “not
hypothetical or abstract,” but “real and substantial,” 300 U.S.
at 240-42—it is clear that there is an “actual controversy”
here. Petitioner is not a mere opportunist or interloper
seeking to challenge the patent. Petitioner is party to a
license, the terms of which are defined in part by the validity
and scope of the *715 patent; petitioner seeks a declaration
from the court as to the legal obligation to make payments
under that license. As found by the District Court:

27 65

“Although the parties are under license, there is a clear
and concrete dispute between them whether Synagis®
infringes on the ’715 patent. It is beyond doubt that
- were MedImmune to breach the licensing agreement,
Defendants would immediately file suit on infringement
(and possibly other) grounds.”

A. 19a (emphasis supplied).

Petitioner under the Declaratory Judgment Act is not
required to “sit back and continue to wonder if it is justly
paying royalties or merely paying a bribe to the patentee not
to threaten him with business disruption and a p0531ble
damage suit if he terminates royalty payments.” Precision
Shooting, 646 F.2d at 318. Nor should petitioner be “force[d]

. to take some additional act to deepen gray into black and
to expand the potential of litigation resulting in further
business disruption while we pretend in the meantime that
there is no actual controversy.” Id. at 318-19.

For parties in a contractual relationship, the Declaratory
Judgment Act authorizes federal courts to resolve “actual
controversies” concerning the parties’ respective rights, even
when there has been no breach, and even when because of
compliance under protest there is no apprehension of suit. A
federal court's jurisdiction under the Declaratory Judgment .
Act with respect to licensed patents is just as broad as its
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jurisdiction to declare the rights of parties to any other
contract. See Aetna, 300 U.S. at 240. The Federal Circuit,
however, appears to believe that a special and narrower Arti-
cle IIT applies to patent licensees. In Gen-Probe, attempting
to distinguish this Court’s 4etna decision, it suggested that

“While this language suggests that a litigant may sue to
determine contract rights beforé a breach, this 1937
Supreme Court case did not ‘involve a declaratory
judgment action instituted by a patent licensee in good
standing.”

359 F.3d at 1382. But “this 1937 Supreme Court case” states
a fundamental constitutionally-based rule of general appli-

cation. There is no special rule for patent-license cases that
limits a federal court’s jurisdiction under Article II1."!

The Federal Circuit’s Gen-Probe ling of cases cannot be
reconciled with the law applied to licensees of intellectual

* property in other circuits. See, e.g., Hal Roach Studios, Inc.’

V. Richard Feiner & Co., 896 F.2d 1542, 1556 n.23 (9th Cir.
1990) (copyright license); Société de Conditionnement v.
Hunter Engineering Co., 655 F.2d 938, 943-44 (9th Cir.
1981) (patent license; case antedating Federal Circuit). Nor is
it compatible with federal law on declaratory actions in-
volving licenses and other contracts generally. E.g., Keener
Oil & Gas Co. v. Consolidated Gas Ultilities Corp., 190 F.2d
985, 989 (10th Cir., 1951) (“a party to a contract is not
compelled to wait until he has committed an act which the
other party asserts will constitute a breach, but may seek
relief by declaratory judgment and have the controversy
adjudicated in order that he may avoid the risk of damages or
other untoward consequence”); American Machine & Metals,

! The Federal Trade Commission has criticized “reasonable appre-
hension of suit” as an improperly narrow test for the existence of an
Article TII “Controversy.” See Brief of dmicus Curiae Federal Trade
Commission at 14-18, Teva Pharmaceuticals USA, Inc. v. Pfizer, Inc., No.
04-1186, U.S. Ct. Apps., Fed. Cir. (Mar. 31, 2004).
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Inc. v. De Bothezat Impeller Co., 166 F.2d 535, 536 (2d Cir.
1948) (“The very purpose of the declaratory judgment pro-
cedure is to prevent the accrual of . . . avoidable damages.”)
See generally Petition for Certiorari, MedImmune, Inc. v.
Genentech, Inc., No. 05-608, at 13-16.12 -

II. THE GEN-PROBE DOCTRINE IS IRRECON-
CILABLE WITH LEAR, INC. v. ADKINS.

In Lear, Inc. v. Adkins, 395 U.S. 653 (1969), this Court
rejected the doctrine of “licensee estoppel” as “inconsistent -
with the aims of federal patent policy.” 395 U.S. at 673.
There is an

“important public interest in permitting full and free
competition in the use of ideas which are in reality a part
of the public domain. Licensees may often be the only
individuals with enough economic incentive to challenge

~ the patentability of an inventor’s discovery. If they
are muzzled, the public may continually be required to
pay tribute to would-be monopolists without need or
justification.”

Id. at 670. The statutory objective is “to encourage the
prompt adjudication of patent validity.” Nebraska Engi-
neering Corp. v. Shivvers, 557 F.2d 1257, 1259 (8th Cir.
1977), quoting in part Atlas Chem. Industries, Inc. v. Moraine
. Prods., 509 F.2d 1, 6 (6th Cir. 1974). “It is as important to
the public that competition should not be repressed by
worthless patents, as that the patentee of a really valuable
invention should be protected in his monopoly. . . .” Pope

12 Qee also, e.g., Venator Group Specialty, Inc. v. Matthew/Muniot
Family, LLC, 322 F.3d 835, 840 (5th Cir. 2003); NUCOR C’orp. v. Aceros
¥y Magquilas de Occidente, S.4., 28 F.3d 572, 577 (7th Cir. 1994);
Continental Cas. Co. v. Coastal Sav. Bank, 977 F.2d 734, 738 (2d Cir.
1992); National Car Rental System, Inc. v. Computer Assocs. Int’l, Inc.,
991 F.2d 426, 427-28 (8th Cir.), cert. denied, 510 U.S. 861 (1993); 5.0.5.,
Inc. v. Payday, Inc., 886 F.2d 1081, 1083 (Sth Cir. 1989). ‘
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Mfg. Co. v. Gormully, 144 U.S. 224, 234 (1892), quoted in
United States v. Glaxo Group Ltd., 410 U.S. 52, 58 (1973).
In Cardinal Chem. Co. v. Morton Int’l, Inc., 508 U.S. 83, 100
(1993), this Court again emphasized “the importance to the
pubhc at large of resolving questions of patent validity.”

. Yet in the Federal Circuit, Lear has been under attack for
- years. In Diamond Scientific Co. v. Ambico, Inc., 848 F.2d
. 1220 (Fed. Cir.), pet’n for cert. dismissed, 487 U S. 1265
(1988), the Federal Circuit ruled—-—-notw1thstandmg the policy
enacted in the patent laws as recognized in Lear—that “there
are still circumstances in which the equities of the contractual
- relationships between the parties should deprive one party . . .
.| of the right to bring that challenge.” 848 F.2d at 1224-25. In

. 1997 the Federal Circuit characterized this Court’s holding in
. Lear as sounding “tones that echo from a past era of skep-
- ticism over intellectual property principles.” Studiengesell-
schaft Kohle, m.b.H. v. Shell Oil Co., 112 F.3d 1561, 1567
(Fed. Cir. 1997), cert. denied, 522 U.S. 996 (1997). Finally
in 2004 came Gen-Probe, and in 2005 this case, using Article
I effectwely to eliminate Lear from the Federal Circuit—the
circuit where it must apply if anywhere

In spite of this Court’s admonitions that.“competition
should not be repressed by worthless patents,” Pope, supra;
 Glaxo Group, supra, the Federal Circuit has adopted a policy
exactly opposite to Lear—citing as authority its own con-
clusion that challenges like petitioner’s would produce “un-
desirable results.” Gen-Probe, 359 F.3d at 1382. The Court
of Appeals was persuaded that “[a]llowing this action to
proceed would effectively defeat those contractual covenants
and discourage patentees from granting licenses.” Id. But
this Court in Lear decided otherwise, holding that “contract

B In Gen-Probe the Federal Circuit, listing several of its cases, ac-
knowledged that “[i]n several instances, this court has declined to apply
the Lear doctrine.” 359 F.3d at 1381.
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doctrine must give way before the demands of the public
interest,” 395 U.S. at 670, and warning that disallowing
licensee challenges to patent validity would have an effect
“particularly severe in the many scientific fields in which
invention is proceeding at a rapid rate,” id. at 673.

[II. THE FEDERAL CIRCUIT’S GEN-PROBE DOC-
TRINE HAS BOTH LEGAL AND PRACTICAL
IMPACT.

The Federal Circuit’s decision here, like its others applying
Gen-Probe, misconstrues not only federal patent policy but
Article III itself. Contract disputes, of which patent licenses
are just one subset, were a primary focus of Congress when it
enacted the Declaratory Judgment Act in 1934. Congress
explained its purpose to

“enable[] parties in disputes over their rights over a
contract, deed, lease, will, or any other written instru-
ment to sue for a declaration of rights, without breach of
the contract . . ..” :

" S. Rep. No. 1005, 73d Cong., 2d Sess. 2 (1934) (emphasis

supplied). After the Declaratory Judgment Act, “it is not
necessary.-to bring about such social and economic waste and
destruction in order to obtain a determination of one’s rights.”
Id. The Act was addressed to the very situation presented
here: to allow a party to litigate “without the necessity for
prior breach” of a contract, “risking disaster by acting on [its]
own assumption or . . . not acting because of fear of con-
sequences.” E. BORCHARD, DECLARATORY JUDGMENTS 931-
32 (2d ed. 1941); see also, e.g., 10B C. WRIGHT, et al.,
FEDERAL PRACTICE & PROCEDURE 457-58.(3d ed. 1998). The
law in the Federal Circuit now has become just the opposite:
a contracting party to a license agreement “must . .

materially breach the agreement . . . before bringing suit.”



21

Gen-Probe, 359 F.3d at 1381, The district courts throughout

the country in patent cases now as here, are applying- that
new law."

A holding more contradictory to this Court’s long-
established construction and constitutional endorsement of
' the Declaratory Judgment Act can scarcely be imagined. And
the Federal Circuit, whatever its presumed technical compe-
tence in purely patent issues, has no special expertise in
construing Article III of the Constitution or the Declaratory
Judgment Act. It is an occasional task of this Court to ensure
that when applying basic federal statutes and constitutional
_provisions—enactments that apply in all circuits—the Federal”
Circuit does not wander into misinterpretations that contra-

dict the holdings of the regional courts of appeals and of
this Court.

This case is yet another example of a large firm® in the
fast-developing biotechnology industry securing a broadly
worded patent with sweeping claims, then through threats of
perilous infringement litigation forcing many smaller or start-
up companies to pay it royalties on those dubious claims, or
. else risk being put out of business. The Federal Circuit holds
that without first betting the company by committing breach
of contract and potential patent infringement, such an
unfortunate licensee has no way to determine whether “it is
justly paying royalties or merely paying a bribe.” Precision

' See, in addition to the District Court’s reversal of its prior ruling in
the present case, and the district court’s reluctant adherence to Gen-Probe
in MedImmune, Inc. v. Genentech, Inc., supra: E.I du Pont de Nemours
& Co. v. Great Lakes Chem. Corp., 383 F. Supp. 2d 642 (D. Del. 2005)
(applying Gen-Probe and dismissing declaratory judgment suit by
licensee); In re Columbia Univ. Patent Litig., 343 F. Supp. 2d 35, 49 (D.
Mass. 2004) (citing Gen-Probe: “If Biogen Idec MA and Genzyme pay .

the annual license fee, any possible case or controversy may be ex-
tlngmshed ).

¥ Centocor is a wholly-owned subsidiary of Johnson & Johnson.
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Shooting, 646 F.2d at 318. Onuly this Court can return the
Federal Circuit to the comrect meaning of Article III and the

Declaratory Judgment Act, and restore the balance enacted by
Congress in the patent laws.

CONCLUSION

For the reasons stated, certiorari should be granted and the -
case set for argument with No. 05-608, Medlmmune, Inc. v.
Genentech, Inc. Alternatively, the petition should be held for
consideration following No. 05-608.

Respectfully submitted,
JOHN G. KESTER ' © HARVEY KURZWELL*
PAUL B. GAFFNEY ALDOA.BADINI
AARONP. MAURER HENRY J. RICARDO
WILLIAMS & CONNOLLY LLP DEWEY BALLANTINE LLP
725 Twelfth Street, N.W. 1301 Avenue of the Americas
Washington, D.C. 20005 New York, New York 10019
(202) 434-5000 (212) 259-8000
November 22, 2005 Attorneys for Petitioner

* Counsel of Record
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APPENDIX A

UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

04-1499

MEDIMMUNE, INC.,
Plaintiff-Appellant,
v.

CENTOCOR, INC.,
Defendant-Appellee,

and

THE TRUSTEES OF COLUMBIA UNIVERSITY IN THE CITY OF
NEW YORK and THE BOARD OF TRUSTEES OF THE
LELAND STANFORD JUNIOR UNIVERSITY,

Defendants-Appellees.

DECIDED: June 1, 2005

Before SCHALL, BRYSON, and GAJARSA, Circuit
Judges. ‘

SCHALL, Circuit Judge.

MedImmune, Inc. (“Medlmmune”) appeals from the final
decision of the United States District Court for the District of
Maryland that dismissed, for lack of subject matter juris-
diction, MedImmune’s declaratory judgment action against
Centocor, Inc. (“Centocor”), the trustees of Columbia Uni-
versity in New York City, and the Board of Trustees of the
Leland Stanford Junior University in- California. In its suit,
MedImmune sought to have U.S. Patent No. 5,807,715 (“the
715 patent”) declared invalid and/or unenforceable. The
cowrt dlsmissed the action after it determined that Med-
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Immune had failed to establish that an actual controversy
existed between it and Centocor, as required under the
Declaratory Judgment Act, 28 U.S.C. § 2201(a). Med-

Immune, Inc. v. Centocor, Inc., No. AW-02-1135 (D. Md.
June 17, 2004). We affirm.

BACKGROUND
L

The ’715 patent is titled “Methods and Transformed.
Mammalian Lymphocytic Cells for Producing Functional
Antigen-Binding Protein Including Chimeric Immuno-
globulin and Fragments.” Columbia University and Leland
Stanford Junior University are the assignees of the 715
patent. Centocor is the exclusive licensee of the patent, with
the right to sublicense the patent to others.

The 715 patent issued in September of 1998. In a May
1999 letter, Centocor offered MedImmune a sublicense undér
the patent to cover MedImmune’s Synagis® product. In
August of 1999, MedImmune responded to Centocor’s letter.
In its response, MedImmune stated that it did not agree that

Synagis® was covered by the *715 patent, and it indicated
that it would not take a license.

In May of 2000, representatives from Centocor and
MedImmune began license negotiations. The - negotiations
spanned several months. In these negotiations, MedImmune
took the position that Synagis® did not infringe the 715
patent, that the patent was invalid and, alternatively, that
MedImmune could design around the °715 patent. Med-
Immune claims that “facing mounting pressure and fearing an
imminent infringement suit,” it finally concluded a sublicense
agreement with Centocor. The agreement was executed on
December 29, 2000. Thereafter, MedImmune began paying
royalties on Synagis® under the agreement. It is undisputed
that MedIimmune continues to make timely royalty payments
and is not otherwise in breach of the license agreement.
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After concluding the license agreement, MedImmune
asserted to Centocor that it did not infringe the *715 patent
and ‘that the patent was invalid and/or unenforceable. In
response, Centocor told MedImmune that it expected Med-
Tmmune to continue to adhere to its license obligations.

IL

In April of 2002, MedImmune filed the present declaratory
judgment suit in the District of Maryland, seeking a dec-
laration that it owes no royalties under the license agreement
with Centocor and that the 715 patent is invalid and/or
unenforceable. Shortly thereafier, Centocor and the uni-
versities filed what they characterize as a “mirror-image”
declaratory judgment suit against MedImmune in the
Northern District of California. In their suit, Centocor and the
universities alleged that, in view of MedImmune’s suit in
Maryland, a case or controversy existed between them and
MedImmune. They sought a declaratory judgment that the
715 patent is valid and enforceable, and that MedImmune’s
manufacture and sale of Synagis® infringes the patent.

The Maryland district court granted Centocor and the
universities’ motion to dismiss for lack of jurisdiction.
Relying on Gen-Probe, Inc. v. Vysis, Inc., 359 F.3d 1376
(Fed. Cir. 2004), the court determined that MedImmune had
failed to establish that an actual controversy existed between
it and Centocor, as required under 28 U.S.C. § 2201(a).
Centocor and the universities’ suit in the Northern District of
Califo'mia was also dismissed, on the ground that there was

“no actual controversy to satisfy the Declaratory Judgment
Act” in light of the Maryland suit.

MedImmune timely appeals the decision of the Maryland
district court dismissing its suit. We have jurisdiction
pursuant to 28 U.S.C. § 1295(a)(1).
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ANALYSIS
I

Whether an actual case or controversy exists so that a
district court may entertain an action for a declaratory
judgment of non-infringement and/or invalidity is governed
by Federal Circuit law. Minn. Mining & Mfg. Co. v. Norton
Co., 929 F.2d 670, 672 (Fed. Cir. 1991); Goodyear Tire &
Rubber Co. v. Releasomers, Inc., 824 F.2d 953, 954 n.3 (Fed.
Cir. 1987). The determination of whether an actual con-
troversy exists under the Declaratory Judgment Act in a
patent case is a question of law that we review de novo.
Vanguard Research, Inc. v. PEAT, Inc., 304 F.3d 1249, 1254
(Fed. Cir. 2002).

The Declaratory Judgment Act provides that “[i]n a case of
actual controversy within its jurisdiction . . . [a court] may
declare the rights and other legal relations of any interested
party seeking such declaration, whether or not further relief is
or could be sought.” 28 U:S.C. § 2201(a). Paralleling Article
IIT of the Constitution, the Act “requires an actual controversy
between the parties before a federal court may exercise
jurisdiction over an action for a declaratory judgment.” Teva
Pharms. US4, Inc. v. Pfizer, Inc., 395 F.3d 1324, 1331 (Fed.
Cir. 2005) (quoting EMC Corp. v. Norand Corp., 89 F.3d
807, 810 (Fed. Cir. 1996)). “Basically, the question in each
case is whether the facts alleged, under all the circumstances,
show 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.”

Md. Cas. Co. v. Pac. Coal & Oil Co., 312 U.S. 270, 273

(1941).

To keep watch over the subtle line between an “abstract
question” and “a controversy contemplated by the Declara-
tory Judgment Act,” id., an inquiry has been formulated that
focuses on the conduct of both the patentee and the accused
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infringer. When a potential infringer seeks declaratory relief
in the absence of a lawsuit by the patentee, there must be both
(1) a reasonable apprehension on the part of the declaratory -

- judgment plaintiff that it will face an infringement suit; and

(2) present activity by the declaratory judgment plaintiff
which could constitute infringement, or concrete steps taken
with the intent to conduct such activity. Teva, 395 F.3d at
1330; Gen-Probe, 359 F.3d at 1380; EMC Corp., 89 F.3d
at 811,

I

As noted above, the district court relied on our decision in
Gen-Probe to dismiss MedImmune’s declaratory judgment
suit for lack of Article III jurisdiction. In Gen-Probe, we
considered the case of a licensee in good standing who sought
a declaratory judgment that it was not infringing the licensed .
patent, and that the licensed patent was invalid. 359 F.3d at
1377. The licensee sought a declaratory judgment while
timely paying royalties and remaining faithful to the license
agreement in all other respects. Id. at 1380.

In holding that there was no actual case or controversy for
purposes of the Declaratory Judgment Act, we determined
that the license, “unless materially breached, obliterated any
reasonable apprehension of a lawsuit,” and that once the
licensor and licensee “formed the license, an enforceable
covenant not to sue, the events that led to the formation [of
the license] became irrelevant.” Id. at 1381.

We agree with-the district court that Gen-Probe is deter-
minative of this case. Any controversy that may have existed
between MedImmune and Centocor prior to and during their
various negotiations vanished when Medimmune executed
the license agreement, which is a covenant by Centocor not to
sue. Quite simply, once the license agreement was in place
and Medlmmune was in compliance with the terms of the
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agreement, Medlmmune could not be under a reasonable

apprehension that it would face an infringement suit by
Centocor.!

III.

MedImmune does not seriously dispute that Gen-Probe is
virtually on “all fours” with this case. Rather, it contends that
we should not follow Gen-Probe. Medlmmune argues that
Gen-Probe is inconsistent with Supreme Court precedent and
with prior Federal Circuit precedent. Consequently, it urges
that, as a panel, we are not obligated to follow it. See Azl

- Thermoplastics Co. v. Faytex Corp., 970 F.2d 834, 839 n.2

(Fed. Cir. 1992) (positing that “[a] decision that fails to
consider Supreme Court precedent does not control if the
court determines that the prior panel would have reached a
different conclusion if it had considered controlling prece-
dent”); Newell Cos. v. Kenney Mfg. Co., 864 F.2d 757,765
(Fed. Cir. 1988) (“Where there is direct conflict” between
two Federal Circuit panel decisions, “the precedential
decision is the first.”). We do not agree with MedImmune that

-Gen-Probe is inconsistent with controlling Supreme Court -

and Federal Circuit authority.

First, MedImmune argues that Gen-Probe is fatally flawed
because it failed to recognize the decision of the Supreme
Court in Cardinal Chemical Co. v. Morton International, 508
U.S. 83 (1993). We think, however, that Gen-Probe’s failure
to mention Cardinal Chemical reflects the fact that Cardinal
Chemical was inapposite to Gen-Probe, rather than oversight

! MedImmune argues that the license agreement contemplated that it
could institute a declaratory judgment action of invalidity and/or unen-
forceability with respect to the °715 patent. This is so, MedImmune
asserts, because “the sublicense agreement contained . . . no agreement
not to litigate.” (Br. of Appellant at 22.) This assertion overlooks the fact
that a license is, by its nature, an agreement not to litigate. A licensor
agrees to receive royalties or other consideration from the licensee in
exchange for a covenant not to sue or disturb the licensee’s activities.
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on the part of the Gen-Probe court. The Supreme Court stated
in Cardinal Chemical that its decision did not concern the
jurisdiction of federal district courts:

. Under its current practice, the Federal Circuit uniformly
* declares that the issue of patent validity is “moot” if it
affirms the District Court’s finding of noninfringement -
. and if, as in the usual case, the dispute between the
-parties does not extend beyond the patentee’s particular
claim of infringement. That practice and the issue before
us therefore concern the jurisdiction of an intermediate
appellate court—not the jurisdiction of either a trial
court or this Court. -

Id. at 95 (emphasis added). Consistent with the Court’s state-
ment of the limited issue before it in Cardinal Chemical, we
have twice rejected the idea that Cardinal Chemical was
meant to alter how a federal trial court determines whether a
case or controversy exists over a declaratory judgment suit.
See Super Sack Mfg. Corp. v. Chase Packaging Corp., 57
F.3d 1054, 1060 (Fed. Cir. 1995) (Cardinal Chemical “does
not revolutionize the justiciability of declaratory judgment
actions attacking a patent’s validity. . . and nothing in Car-
dinal undermines our decisions on declaratory justiciability at

the trial court level”); Lamb-Weston Inc. v. McCain Foods,

Ltd., 78 F.3d 540, 545 (Fed. Cir. 1996) (“The Supreme
Court’s decision in Cardinal Chemical is limited to the
specific facts of that case.”).

MedImmune also argues that Gen-Probe is inconsistent
with the Supreme Court’s rejection of the doctrine of licensee
estoppel in Lear, Inc. v. Adkins, 395 U.S. 653 (1969). This
argument was addressed and rejected in Gen-Probe, 359 F.3d
at 1381, and we likewise reject it here. Although Lear held
that a licensee is not estopped from challenging the validity of
a licensed patent, 395 U.S. at 670-71, “Lear . . . left
unresolved the question when a federal court has jurisdiction
of a licensee’s claim of patent invalidity.” C.R. Bard, Inc. v.
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Schwartz, 716 F.2d 874, 878 (Fed. Cir. 1983). In other words,
the fact that a party is not estopped from making an argument

does not mean that federal courts have jurisdiction to en- -

tertain that argument in all circumstances.

Second, MedImmune urges that Gen-Probe is at odds with
three decisions of this court: C.R. Bard, Cordis Corp. v.
Medtronic, Inc., 780 F.2d 991 (Fed. Cir. 1985), and Inter-

medics Infusaid. Inc. v. Regents of the University of Minne-

sota, 804 F.2d 129, 133 (Fed. Cir. 1986). We do not agree.

C.R.- Bard noted that complete termination of the license
may not be required for a licensee to sustain a declaratory

" judgment suit. 716 F.2d at 880. It does not follow from that
- proposition, however, that all licensees in good standing can
challenge the validity of the licensed patent at their discretion, -

without regard to whether an actual controversy exists with
the licensor. :

Specifically, in determining that there was a case or
controversy supporting jurisdiction over a licensee’s declara-
tory judgment suit for, among other things, invalidity of the
licensed patent, the C.R. Bard court found two facts to be
important. First, the licensee had ceased paying royalties.
Although this fact did not itself terminate the license, it
constituted “a material breach of the agreement that, under
the very terms of the agreement, enabled [the licensor] to
terminate the agreement.” Id. at 881. Second, the licensor had

shown a willingness to enforce its rights by filing a state court -

action to recover the royalty payments. /d. at 881. This court
then applied the “reasonable apprehension” test to these facts,
determining that the licensee had a reasonable apprehension
of suit. Id. '

By contrast, in this case Medlmmune can have no rea-
sonable apprehension of suit—indeed, it can have no appre-
hension of suit at all—because there is nothing for which
Centocor can sue Medlmmune. It is undisputed that Med-
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Immune continues to pay timely royalties for Synagis® and is
not otherwise in breach of the agreement. The fact that
Centocor did sue Medlmmune, after Medlmmune filed its
declaratory judgment suit, does not alter the analysis. The
presence or absence of a casé or controversy is based on facts
at the time the complaint was filed. See. e.g., GAF Bldg.
Materials Corp. v. Elk Corp. of Dallas, 90 F.3d 479, 433
(Fed. Cir. 1996) (“Later events may not create jurisdiction
where none existed at the time of filing. Rather, the presence
or absence of jurisdiction must be determined on the facts
existing at the time the complaint under consideration was
filed.” (citations omitted)).

MedImmune’s reliance on Cordis also is misplaced. Cordis
did not address the question of whether there is a case or .
controversy sufficient to support subject matter jurisdiction
over a licensee’s suit for a declaratory judgment of patent
invalidity where the licensee is not in breach of the license
agreement. See generally 780 F.2d at 993-95. In Cordis, the
licensee sought.a declaration that the licensed patent was
invalid. Id. at 993. However, the licensee also sought to pay
royalties into escrow pendente lite, and to enjoin the licensor
from canceling th license agreement. Jd. It was these latter
two requests, granted by the district court, that were before
this court on appeal. See id.>

MedImmune points to Intermedics for the proposition that
when a licensee wishes to maintain its licemse, it must
continue to pay royalties to the licensor. See 804 F.2d 129,
133 (citing Cordis). That proposition, however, does not
explain how there could be a case or controversy where, as
here, the licensee is fully paying royalties du'ectly to the
llcensor and is maintaining the license.

? These issues were before the court based upon 28 U.S.C. §§ 1292(a)
& (c), which confer jurisdiction upon this court to hear appeals from
‘orders granting injunctions.
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IV.

Finally, MedImmune urges us—assuming we conclude that
we are bound by Gen-Probe—to recommend to the full court
that it act en banc to overrule that decision. Although a three-
judge panel of this court may not overrule a precedential
decision of a previous panel, see, e.g., Tate Access Floors,
Inc. v. Interface Architectual Res., Inc., 279 F.3d 1357, 1366
(Fed. Cir. 2002), it may recommend en banc review of the
decision. See Federal Circuit Rule 35(a)(2)(2004). We decline
to do that in this case. Most importantly, as we have just
explained, Gen-Probe is consistent with both Supreme Court
precedent and with prior precedent of this court.

- Beyond that, we reject MedImmune’s argument that Gen-
Probe should be overruled because it creates a “Hobson’s
choice.” Specifically, MedImmune argues that it must
“choose between paying tribute to a suspect patent and tying
its fate to the uncertainty of patent litigation,” with all of the

-attendant risks of such litigation. (Reply Br. of Appellant, at

2.) MedImmune’s argument proves too much. Every potential
infringer who is threatened with suit, or who is sued, for
patent infringement must decide whether to settle or fight. In

short, the “Hobson’s choice” about which MedImmune

complains arises not from Gen-Probe, but from Article III’s
requirement that, before a district court exercises. jurisdiction
in a declaratory judgment suit, there must be an actual
controversy between the parties. For the reasons set forth
above, such a controversy does not exist here.

CONCLUSION

Because the district court did mot err in ruling that no
Article TIT case or controversy existed to support Med-
Immune’s declaratory judgment suit, it properly dismissed the &
suit for lack of jurisdiction. Therefore, the judgment of the &
district court is : '

- AFFIRMED.
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APPENDIX B

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MARYLAND
' SOUTHERN DIVISION

Civil Action No. AW-02-1135

. MEDIMMUNE, INC., ‘
' ' Plaintiff,
VS.

CENTOCOR, INC., et al., ,
Defendant.

MEMORANDUM OPINION

Currently pending before the Court in this declaratory
judgment action brought by MedImmime, Inc. (“Plaintiff”)
against Centocor, Inc. (“Centocor”) and the Board of Trustees
of Leland Stanford Junior University and Columbia Uni-
versity (“Universities™) (collectively, “Defendants™) are the
following pending motions: (1) the motion to dismiss for lack
of subject matter jurisdiction filed by the Universities [116];
(2) the motion to dismiss for failure to plead with sufficient
particularity filed by the Universities [63,64]; and (3) the
motion to determine the party bearing the burden of proof
filed by Medimmune [59].' The parties have also come
before the Court for resolution of a lingering dispute re-
garding the provisions of the protective order that will govern

2! MedImmune also filed a Motion to File Surreply on the motion to
dismiss for failure to plead with particularity [114]. Because the Court is
ready to resolve the issue raised over the specificity in the Amended
Complaint, the Court will DENY that motion as moot.
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discovery in the case.”? The motions have been fully briefed.

On July 10, 2003, the Court held a motions hearing at which

time each side was afforded the opportunity to present argu-
ment on the motions. Upon consideration -of the arguments
made in support of, and opposition to, the motions, the Court
makes the following determinations.

L. FACTUAL AND PROCEDURAL BACKGROUND

The following is a summary of the facts necessary for
adjudication of the pending motions. At the heart of this
controversy is a patent which purports to cover “methods for
producing functional immunoglobulin® and relates to the use
of genetically altered cells to generate antibody molecules in
the laboratory. The inventors (“Applicants™) applied to the
United States Patent and Trademark Office (“PTO™) on
August 27, 1984. The PTO issued the Patent (“’715 patent”)
fourteen years later in 1998. The 715 patent has been
assigned to the Universities. Prior to the issuance of the
patent on November 10, 1992, Centocor obtained an ex-
clusive license to the patent through an agreement with the
Universities.”

2 Although no formal motion has ever been filed regarding the pro-
tective’ order dispute, the parties have remitted to the Court numerous
pleadings in which they propounded their arguments on the question of the
wording of the protective order [61, 66, 72, 94, 96, 98].

3 In the agreement between Centocor and the Universities, the Univgrsiﬁes
granted a “world-wide” license to Centocor to make, use and sell Licensed

" Products (which are defined as any Licensed Patent Products or Licensed Non-

Patent Products). The Universities reserved the right to use the Patent for not-
for-profit research purposes. They also reserved the right to grant non-
exclusive sublicenses to four companies with which they were negotiating such
agreements, and they reserved the right to bring legal action against any
alleged infringer. Among other rights granted to Centocor in the Agreement
was the right, upon notice to the Universities, to sue any alleged infringer,
subject to the Universities right to bring suit within three months of the notice.
Centocor agreed to seek sublicenses with third parties. Centocor’s right to
sublicense was subject to this restriction: “Any proposed sublicense shall be

R T o B ot
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In the years preceding the issuance of the patent, and prior
to Plaintiff’s awareness of it, Plaintiff was developing a drug
called Synagis® which was approved by the Food and Drug
Administration (“FDA”) on June 18, 1998. Synagis® is a
humanized monoclonal antibody that “targets a particular
virus or source of disease.” These monoclonal antibodies are

artificially synthesized using recombinant DNA technology.
~ Plaintiff began selling Synagis® in September 1998, after

which it became one of Plaintiff’s most jmportant and suc-
cessful pediatric drugs. '

On May 19,1999, Centocor contacted Plaintiff to inform it
that Synagis® was infringing on the 715 patent. Plaintiff
disagreed that Synagis® infringed on the patent but was con-
cerned about the allegation. Plaintiff responded to. Defendant
by claiming that Synagis® did not infringe on the patent.
After lengthy negotiations, Plaintiff eventually agreed to enter
into a Sublicense-Agreement (“agreement” or “license”) with
Defendant in which it agreed to pay royalties to Defendant.
After the formation of the agreement, Plaintiff claims, inter
alig, that it came upon information which demonstrated that

the patent was invalid and unenforceable because of, among -

other reasons, “inequitable conduct” by the Applicants during
the patent application process before the PTO.

MedImmune filed the present declaratory judgment action
in which in three counts it sought: (1) a declaration that
MedImmune no longer owed royalties to Centocor because
Synagis® was not a “licensed product” under the agreement,
i.e., absent the license it would not infringe on the patent held
by Centocor; (2) a declaration that the patent was invalid
and/or that Synagis® did not infringe on any valid patent; and
(3) a declaration that the patent was unenforceable due to
inequitable conduct. Defendants proceeded to file a mirror-

subject to the prior written approval of Columbia, which approval shall not be
unreasonably withheld.” Agreement §§ 2,3.1,5.1, 12,13.4, 13.5(d).
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image suit in the Northern District of California.* Both
parties, in both actions, filed motions to dismiss and/or to
transfer. In this action, Centocor argued that the case should
be dismissed because Medimmune failéd to join the Uni-
versities, who were, according to Centocor, necessary and
indispensable parties to the action. MedImmune moved to
dismiss the California action based on the “actual contro-

versy” requirement and on the “first-to-file” rule.

Because both parties have cited to the decision of Judge
Breyer, and because the Universities have tended to misstate
his holding, the Court feels compelled to recite his ruling in
some detail. See Centocor, Inc. v. Medlmmune, Inc., 2002
U.S. Dist. LEXIS 21109 (N.D.Cal. 2002). The Court in Cali-
fornia dismissed the action for the following three reasons.
First, the Court held that there was no “actual controversy”
between the parties as required by statute. The Universities
have misstated the rationale that the Court used in finding
there to be no “actual controversy”. The Court did hold that
there was no “reasonable apprehension” of suit. It did not
do so, however, because of the license between the parties'.
Rather, the Court found that the likelihood of an infringement
suit was low because of the Maryland action: '

Here, future infringement is not only uncertain but un-" :

likely. Should the Maryland court rule in favor of
MedImmune and declare that the 715 patent is invalid,
MedImmune would be free to stop its royalty payments
to Centocor because there would be no patent to in-
fringe. Should the court rule in favor of Centocor, there
is no indication that MedImmune would discontinue
performance of its obligations under the sublicense and

* The complaint in the California action sought declarations that:
(1) MedImmune mﬁmges valid and enforceable claims of the 715 patent

(2) the claims of the ’715 patent are valid; and (3) the clalms of the ’715

patent are enforceable.
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‘thus infringe the patent. In short, there is no immediate

and real threat of infringement to justify declaratory

relief at this time.

Id. at *8-9. Second, the Court held that even if there was an »

“actual controversy”, it would exercise its discretion to de-
cline jurisdiction, finding that a second case between the

_same parties would serve no purpose. Third, the Court held

the “first-to-file” rule applicable.

By Order and Opinion dated December 12, 2002, this Court
denied Centocor’s motion to  dismiss, but ordered that the
Universities be joined as necessary parties. The Court found
that because the Universities retain certain rights in the patent,
they were indeed necessary parties. The Court also held, how-
ever, that if the Universities for some reason could not be
joined, the action would proceed because the Universities were
not indispensable. MedImmune thereafter filed an Amended
Complaint, naming the Universities as defendants.

1. SUBJECT MATTER JURISDICTION

The Universities argue that the Court lacks subject matter
_ jurisdiction over all the counts in the Amended Complaint.

First, the Universities assert that the Court lacks subject mat-
ter jurisdiction over Count I because, although it is couched
as a declaratory judgment claim, there is no “arising under”
jurisdiction since only state law issues are presented by the
claim. Second, the Universities argue that there is no “actual
confroversy” between the parties as to Counts II and IIL
Medimmune responds that Count I creates “arising under”
jurisdiction because its resolution depends substantially on
federal patent law and that Counts I and III present an actual
“case or controversy” for judicial resolution. Finding subject
matter jurisdiction over all claims, the motion will be denied.

A) “drising Under” Jurisdiction

“The Declaratory Judgment Act, 28 U.S.C. § 2201, is
‘remedial only, and is not itself a basis for federal subjeqt
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matter jurisdiction.”” Volvo GM Heavy Truck Corp. v. United

States DOL, 118 F.3d 205,210 (4th Cir. 1997) (quoting City
Nat’l Bank v. Edmisten, 681 F.2d 942, 945, n.6 (4th Cir.

1982)). Therefore, in order to sustain jurisdiction over a de- -

claratory judgment claim, the party asserting jurisdiction must
come forward with an independent basis—i.e., diversity or
federal question—for the Court’s jurisdiction. The initial
burden of establishing jurisdiction lies with the party as-
serting it. Cardinal Chem. Co. v. Morton Int’l, Inc., 508 U.S.
83,98,124 L. Ed. 2d 1, 113 S. Ct. 1967 (1993).

In a declaratory judgment action, in order to make the
jurisdictional determination, the Court must analyze whether
the “hypothetical” claim brought by the declaratory-defendant
would raise a federal question. See Cedar-Sinai Medical Ctr.
v. Watkins, 11 F.3d 1573 (Fed. Cir. 1993). If the Court would
have jurisdiction over the hypothetical claim, then it has
jurisdiction over the declaratory judgment claim. For patent
cases, a court’s jurisdiction extends over cases where the
well-pleaded complaint establishes that either (1) federal law
creates the cause of action; or (2) that the plaintiffs right to
relief necessarily depends on resolution of substantial ques-
tion of federal patent law. See Christanson v. Colt Industries

Operating Corp., 486 U.S. 800, 808,100 L. Ed. 2d 811, 108

S. Ct. 2166 (1988).

The Court holds that a district court could assert juris-
diction over the hypothetical plaintiffs claim in this ¢ase. In
Count I, MedImmune seeks a declaration that its product does
not fall within the category of a “licensed product” within the
meaning of the Agreement, because it would not infringe the
715 patent in the absence of the Agreement. The reverse
claim would be that Medlmmune’s product is a “licensed
product” because it would infringe the *715 patent absent the
agreement. In the hypothetical claim, as in thlS claim, patent
law and issues would be dispositive.
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That a hypothetical reverse claim would look like anything
but a claim dealing with infringement is an idea discredited
by the actual claim filed in California which, by the Uni-
versities’ own terminology, was the mirror-image claim. In
paragraph 25 of the Complaint filed in California, the Uni-
versities, who presumably draft their allegations with exacti-
tude, state: Plaintiffs hereby seek a declaratory judgment that
MedImmune owes royalties under the Sublicense Agreement

* because the ‘715 Patent is valid and ‘enforceable and Med-
Immune would be liable for patent infringement but for the

Sublicense Agreement. Defendants now assert, despite the
allegation being absent from the original complaint in the
mirror-image action, that they would assert the theory that
MedImmune is equitably estopped from claiming that its
product does not infringe the 715 patent. As the Court reads
it, however, that would not be a different legal theory (as the
Universities term it), but a different legal claim entirely.

For however confusingly Count I maybe worded, it is
evident from the Count that at its heart lies the issue of patent
infringement. If the Count were turned around in a hypo-
thetical claim, then the declaratory-defendants would assert,
just as they did, that the license is enforceable and that
Synagis® would infringe the *715 patent in the absence of the
license. The Court has jurisdiction over Count L.

B) “Actual Controversy ”"Requirement

The Universities do not dispute that there are federal ques-
tion grounds for the assertion of jurisdiction over Counts II
and ITI. They argue, however, that there is no actual contro-
versy because MedIlmmune is not under a reasonable appre-
hension of suit. Essentially, they assert that while under
license, MedImmune is not under a reasonable threat of an
infringement suit. They argue that MedImmune must first
breach the licensing agreement (e.g., stop paying royalties)
before an actual controversy can arise. The Court believes




18a

that the relevant case law on the issue does not demand such a
result.

In a more typical case, a patent holder approaches an
alleged infringer (with whom the patent holder has no prior
contractual relationship), accusing the other party of infringe-
ment and threatening suit. The Federal Circuit has made it
clear, however, that even a party still subject to a licensing
agreement may sue the other party for declaratory relief. See
C.R. Bard v. Schwartz, 716 F.2d 874, 880 (Fed. Cir. 1983)
(“We reject the blanket approach [that says] that there can
never be an apprehension of a federal infringement suit and
thus no controversy while a license is still in effect.”). In such
a situation, the district court is asked to determine whether

under the totality of the circumstances, the plaintiff faces a

reasonable apprehension of an infringement suit.’

The Court finds that under the totality of the circumstances,

there is a reasonable apprehension of an infringement suit
(even in the absence of a breach of the licensing agreement)
sufficient to create an “actual controversy”. Although the par-

5 1t is noteworthy to reference the Circuit split that the Federal Circuit
was considering in Bard. The Third Circuit had held that when a licensing
agreement is in effect, no threat of an infringement suit is possible; as such,
a potential licensee-plaintiff would have to breach the licensing agreement,
thereby creating the imminent threat of such a suit. See Thiokol Chem.
Corp. v. Burlington Industries, Inc., 448 F.2d 1328 (3rd Cir. 1971), cert,
denied, 404 U.S. 1019, 301 L. Ed. 2d 668, 92 S. Ct. 684 (1972). Although
the Universities do not specifically endorse this position, they seem to
argue that no licensee can bring suit against the licensor until the licensee
has first renounced the license agreement. The Second Circuit took a
different position, finding that an actual controversy could exist even
though the licensing agreement was still in effect. See Warner-Jenkinson v.
Allied Chem. Corp., 567 F.2d 184 (2nd Cir. 1977). The Federal Circuit

explicitly renounced the holding in Thiokiol, holding that the predicate step

of breaking the license agreement was not required. And the Court
disagrees with the Universities’ interpretation of Bard as signifying that a
licensee must stop paying royalties as a separate predicate to suit.

e T e T e AR R
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ties are under license, there is a clear and concrete dispute
between them about whether Synagis® infringes on the 715
patent. It is beyond doubt that were MedImmune to breach
the licensing agreement, Defendants would immediately file
suit on infringement (and possibly other) grounds. The Uni-

-versities contend that a licensee has no choice but to first

withhold licensing royalties before a threat of an infringement
suit can arise. Under the circumstances in the present case,
the Court finds that such a threat can exist in the absence of
any breach of the licensing agreement.®

The Court understands that (in more ways than one) this
case is somewhat atypical. But as is evidenced by the suit
filed in California, both sides have shown an eagerness to
resolve the dispute between them.” To the extent that the
Court finds that a licensee (wishing to adjudicate questions of
infringement and invalidity without the necessity of break-

.ing a license agreement) may under the appropriate circum-

stances bring a suit for declaratory relief, other courts seem to
concur. See Technical Concepts, L.P. v. Zurn Industries, 2002

§ At oral argument, the Universities repeatedly argued that the appre-
bension of suit is unreasonable because there are too many “future con-
tingencies” between the current state of affairs and a potential infringement
suit. The Court disagrees, finding only one: MedImmune’s breach of the
licensing agreement. In a sense, all declaratory judgment actions involves

. “future contingencies” in that they involve a party seeking relief before

certain future legal action has occurred. The purpose of these type of
actions is to remove the harmful uncertainty that arises when a party is
uasure as to its legal position. In any event, the Court does not believe that
current Federal Circuit law requires the withholding of royalties in order

to convert a vague or generalized apprehension into a reasonable and con-
crete one. ‘ ‘

" The Universities beseech the Court to “follow” the analysis of Judge
Breyer in the California action. Again, their reliance on that case is mis-
placed. The California court did not hold that there was mo “actual
controversy” due to the licensing agreement. Instead, the court there held
that the ruling in this case would eliminate any potential infringement suit.

FTTNT AT
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U.S. Dist. LEXIS 16925 (N.D.Il1. 2002) (no need to rescind a
licensing agreement prior to suit)®; dmerican Hospital Supply
Corp. v. Damon Corp., 597 F. Supp. 445, 447 (N.D.II1. 1984)
(citing Precision Shooting Equipment Co. v. Allen, 696 F.2d
313, 318 (7th Cir. 1981) (“In such a case, a licensee need not
sit back and continue to wonder if it is justly paying royalties
or merely paying a bribe to the patentee not to threaten him
with business disruption and:a possible damage suit if he ter-
minates royalty payments.”).” As MedImmune is faced with a
reasonable apprehension of suit, it has sufficiently shown an
“actual controversy”.w '

ITIT. BURDEN OF PROOF

The principles and findings enunciated ‘in the Court’s
analysis as to subject matter jurisdiction inform the Court’s

¥ In assessing whether the declaratory-plaintiff had a reasonable appre-
hension of suit, even in the absence of a breach of the licensing agreement,
the Technical court stated: “[defendant] did not explicitly rule out future
litigation during that conversation, and thus [plaintiff] could reasonably

- fear, based on [defendant’s] actions, that a lawsuit would follow closely on

the heels of the Agreement’s termination.” Id. at *17 (emphasis added).

® The cases cited by the Universities do not aide their cause. For exam-
ple, Chattanooga Corp. v. Klingler, 621 F. Supp. 756 (E.D.Tenn. 1985) is
unpersuasive for two reasons. First, in Chattanooga, the Court noted that
the declaratory-defendant had never alleged infringement. Here, Centocor,
has alleged infringement from the very beginning of the relationship be-
tween the disputants. Second, the case relied on a proposition—a licensee
still paying under a license has no apprehension of suit—that is inconsis-
.tent with Bard. '

10 Alihough the two-pronged test cited by the Universities has not evi-
dently been applied in these type of cases, even if the Court applied it here,
the result would be the same. The first prong is satisfied by the Court’s
holding that a reasonable apprehension exists. The second prong is easily
satisfied: MedImmune is, according to Defendants, currently infringing on
the *715 patent. See Intellectual Prop. Dev., Inc. v. TCI Cablevision, Inc.,
248 F.3d 1333, 1340-41 (Fed. Cir.), cert, denied, 534 U.S. 895, 151 L. Ed.
2d 154,122 S. Ct. 216 (2001).

R A s to it
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determination as to who bears the burden of proof on Count I
of the Amended Complaint. Medimmune’s position is that
since Count I deals with the question of whether Synagis®
infringes the *715 patent, Defendants bear the burden of proof
as to Count I. Defendants argue that Count I is essentially
a confract claim-an argument somewhat supported by the
Count’s title-and that, as such, MedImmune bears the burden
as to Count I. Reduced to its core, Defendants’ argument is
that Plaintiff must first breach the licensing agreement be-
fore it can bring a more typical declaratory judgment non-
infringement action. The Court concludes that, as the patent
holders, Defendants bears [sic] the burden of proof on in-
_fringement and thus bear the burden as to Count I.

Generally, “[t]he burden always is on the patentee to show
infringement.” Under Sea Industries, Inc. v. Dacor Corp.,
833 F.2d 1551, 1557 (Fed. Cir. 1987). Thus, in a typical
patent infringement declaratory judgment case where the
declaratory plaintiff seeks a holding of non-infringement, the
patent holder retains the burden of proof despite being the
nominal defendant. See, e.g., Glenayre Elecs., Inc. v. Jackson,
2003 U.S. Dist. LEXIS 2332, *47 (N.D.II. 2003). This
relates in some ways to the “flexible approach” to deter-
mining burden issues, which requires, as this Court has put it,
that the party who “asserts the affirmative of an issue” must
hold the burden of proof. See Stash, Inc. v. Palmguard Int’l,
Inc., 937 F. Supp. 531, 534, n.8 (D. Md. 1996).

It is evident, therefore, that the determination of who bears
the burden of proof hinges on the Court’s framing of the issue
in Count I. The question of who is “asserting the affirmative”
is tied to what issue is to be resolved in Count I. Despite its -

-somewhat awkward phrasing, the Court concludes that the
issue to be determined in Count I is infringement; i.e., the
determination as to whether Synagis® is a “licensed product”
will be resolved by the question of infringement. Evidence. .
will be presented by both sides on the question of. in-
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fringement. The fact-finder will then determine whether the
*715 patent is infringed by Synagis®. That determination will
result in the decision as to who prevails on Count I.!!

Centocor seems to admit that if MedImmune had breached -

the licensing agreement, Defendants would bear the burden of
proof on infringement. It argues, however, that absent a
breach of the licensing agreement, it would lead to an “absurd
result” to allow the burden of proof to reside with the patent
holders. Notably, Centocor does not cite to any authority for
the proposition that only a licensee who has breached the

licensing agreement may bring a declaratory judgment act .

[sic] for non-infringement. In fact, the Court does not agree
that there is anything “absurd” or “unjust” about the result of
its decision. The parties bargained at arms-length to formulate
the terms of the Agreement. Presumably, in that both parties
signed the agreement, each side believed that it was receiving
adequate consideration. Centocor argues that MedImmune
should not now be allowed to “have it both ways,” enjoying
the benefits of the Agreement while suing for declaratory
relief. But the Court is compelled to repeat what it has already
stated: both parties are mutually benefitting from the agree-
ment being in effect. MedImmune has benefitted from immu-
nity from suit and Centocor has equally benefitted from roy-

alty payments.
The change in the status quo sought by Medlmmune is a

finding that it does not have to pay those royalty payments -
any more. That determination, in the Court’s view, comes -

down to infringement. For however Count I is framed, the
issue presented is whether MedImmune’s product infringes

" This conclusion is premised on the fact that no other issues as per the
licensing agreement will arise during the course of the litigation. If Med-
Tmmune seeks to add other arguments to the mix about whether Synagis® is a
“licensed product” (i.e., contractual intentions), the Court might be asked to
determine anew at that point whether MedImmune has improperly sought to
transfer the burden to the opposite side.

fry
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the >715 patent. As such, in accordance with the general rule
in infringement action, the patent holders must show that
Synagis® infringes.

IV. FAILURE TO PLEAD WITH PARTICULARITY

The Universities have also moved this Court to dismiss or
grant judgment on the pleadings on the claims asserted in
Medimmune’s Amended Complaint for failure to plead these
claims with sufficient particularity. Specifically, the Univers-
ities contend that: (1) Medimmune provides no factual or
legal basis for its patent invalidity claim which, therefore,
fails to satisfy Rule 8(a); and (2) Medimmune’s allegation
that the *715 patent is unenforceable due to inequitable con-
duct contains insufficient factual support to satisfy the par-
ticularity requirement of Rule 9(b). Medimmuné responds
that the Amended Complaint sufficiently sets forth the grounds
of a claim for invalidity and the factual allegations in support
of a claim for inequitable conduct. The Court makes the
following conclusions. First, Medimmune’s patent invalidity
claim does not satisfy Rule 8(a) and, therefore, Medimmune
will be granted leave to amend its Amended Complaint to
include the grounds upon which its invalidity claim rests.
Second, Medimmune’s unenforceability due to inequitable
conduct claim meets the particularity requirement of Rule
9(b) but, if during the course of preparing its Second Amended

- Complaint Medimmune is able to provide factual allegations

adding specificity to its claims of inequitable conduct, such
information should be provided.

A) Rule 8(a)

To satisfy Rule 8(a), a pleading which sets forth a claim for
relief must contain “a short and plain statement of the claim
showing that the pleader is entitled to relief.” Fed. R. Civ. P.
8(a)(2). The purpose of the “short and plain statement” is to
give the defendant fair notice of what the plaintiffs claim is
and the grounds upon which it rests. Conley v. Gibson, 355
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U.S. 41,47, 2 L. Ed. 2d 80, 78 S. Ct. 99 (1957). “This sim-
plified notice pleading standard relies on liberal discovery -
rules and summary judgment motions to define disputed facts:
and issues and to dispose of unmeritorious claims.” Swier-
kiewicz v. Sorema N.A., 534 U.S. 506, 512, 152 L. Ed. 2d 1,
122 S. Ct. 992 (2002). However, vague and conclusory alle-
gations are insufficient to satisfy the notice pleading require-
ments of the Federal Rulgs of Civil Procedure. -Sampson v.
Welch, 900 F.2d 33, 35 (4th Cir. 1990).

In Count II of the Amended Complaint, Medimmune
claims that the *715 patent is invalid. In its opposition to the
Universities’ motion, Medimmune appears to allege prior art
and the written description requirement as the grounds for this

- invalidity claim. However, the Amended Complaint makes no

mention of these grounds. Paragraph 33 of the Amended
Complaint, wherein Medimmune contends the grounds for its
invalidity claim lie, alleges that the Universities misrepre-
sented that conception of the claimed invention occurred
before the publication of a critical prior art reference, misrep-
resented that the claimed invention would work in a wide
variety of cell types, and omitted information indicating that
the claimed invention would not work in a wide variety of
cell types. The Court gleans that this paragraph deals with a
charge of inequitable conduct. However, it-appears as though
Medimmune attempts to argue additional grounds for its in-
validity claim in its opposition motion. Plus, at the motions
hearing, Medimmune revealed that it might assert grounds for
its invalidity claim that it did not even include in its opposi-
tion motion. Medimmune’s failure to set forth these grounds
in its Amended Complaint renders Rule 8(a) unsatisfied.

The Court will not allow Medimmune to continuously ex-
pand the basis for its invalidity claim. In arguing the merits
of Count II, Medimmune will be confined to the grounds
allegedly supporting invalidity that are set forth in its com-
plaint and satisfy Rule 8(a). Thus, the Court requests that
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Medimmune file a Second Amended Complaint, within ten
days of entry of the attached order that clearly alleges all
grounds upon which its invalidity claim rests.

B) Rule9(b)

Rule 9(b) requires that, “In all averments of fraud or mis-
take, the circumstances constituting fraud or mistake shall be
stated with particularity. Malice, intent, knowledge and other
condition of mind of a person may be averred generally.”
Fed. R. Civ. P. 9(b). Inequitable conduct includes affirmative
misrepresentations of a material fact, failure to disclose mate-
rial information, or submission of false information, coupled
with an intent to deceive..Baxter Int’l Inc. v. McGaw, Inc.,
149 F.3d 1321, 1327 (Fed. Cir. 1998). Courts generally hold

that allegations of inequitable conduct are subject to the par- -

ticularity requirements of Rule 9(b). See Rhone-Poulenc Agro
S.A. v. Monsanto, Co., 73 F. Supp. 2d 537, 538 (M.D.N.C.
1999); Advanced Cardiovascular Sys., Inc. v. SciMed Life
Sys., Inc., 989 F. Supp. 1237, 1247 (N.D. Cal. 1997). Accord-
ingly, the “circumstances” required to be pled with particu-
larity are the time, place, and contents of the inequitable
conduct, as well as the identity of the parties responsible for
the inequitable conduct. Harrison v. Westinghouse Savannah
River Co., 176 F.3d 776, 784 (4th Cir. 1999). Court’s [sic]
‘recognize that the purpose behind requiring such particularity

is to provide a defendant fair notice of the substance of a

plaintiffs claim so that the defendant can formulate a defense.
See Michaels Bldg. Co. v. Ameritrust Co., N.4., 848 F.2d 674,
679 (6th Cir. 1988).

In Count III of the Amended Complaint, Medimmune
alleges that the 715 patent is unenforceable due to ineg-
uitable conduct. The Court feels satisfied that the claims of
inequitable conduct contained in the Amended Complaint
comply with the particularity requirement of Rule 9(b). Med-
immune pleads the time and place of the alleged inequitable
conduct with the statement, “[D]uring prosecution before the

B
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PTO.” Medimmune’s specification that the “Applicants™ are
responsible for the inequitable conduct satisfies the identity
requirément because Medimmune states the names of the
patent applicants in Paragraph 12 of the Amended Complaint.
The identification of the Ochi publication as the prior art in
part (a) of Paragraph 33 and statement “suggesting that the .
claimed invention would work in a wide variety of cell types”
in part (b) of Paragraph 33 specify the content of the alleged
misrepresentations. The statement in part (b) of Paragraph 33,
“omitting or concealing information to the contrary,” implies
omission of information suggesting that the claimed invention
would not work in a wide variety of cell types. As such, it
specifies the content of the alleged omission. The Amended
Complaint sufficiently alleges the materiality of the inequita-
ble conduct when it states that, “[TThe *715 patent would not
have issued but for these misrepresentations and/or omis-
sions.” Furthermore, Rule 9(b) allows intent to deceive to be -
averred generally, which Medimmune has done. The Court’s
conviction in making these findings is bolstered by the fact
that Defendants appear to have notice of the substance of the
inequitable conduct claims contained in Paragraph 33 of the
Amended Complaint.

However, as indicated above, the Court is unsettled by
Medimmune’s $seeming desire to argue that the *715 patent
is invalid based on grounds that are not specified in the
Amended Complaint, and thereby requests that the Amended
Complaint be amended. Although Medimmune’s unenforce-
ability due to inequitable conduct claim technically satisfies
Rule 9(b), if during the process of amending the Amended
Complaint Medimmune is able to provide information that
elaborates on the factual support for its inequitable conduct
claim, the Court requests that this information be included in
the Second Amended Complaint.

The Court will not look fondly upon a rehashing of the
same arguments entertained herein in a second motion to
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dismiss or motion for judgment on the pleadings filed by the
Universities. Discovery must be allowed to proceed and,
subsequent to the requests made above, the Universities
should have sufficient notice for the preparation of their de-
fense. Arguments on the merits of Medimmune’s allegations
should be reserved for motions for summary judgment, which
will be appropriate after this litigation has moved beyond its
current stall in the beginning stages of discovery.'? In sum,
the Universities’ motion to dismiss and/or motion for judg-
ment on the pleadings will be granted in that Medimmune
will be required to file a Second Amended Complamt in
accordance with this opinion.

V. PROTECTIVE ORDER

The issue of whether counsel for Medimmune, Elliot
Olstein, esq. (“Olstein™), should be allowed to view con-
fidential and highly-confidential materials during the course
of the litigation has been exhaustively argued by both parties
in memoranda and in oral argument. Defendants argue that
Olstein is a “competitive decision-maker” for Medimmune and
that he therefore should be either denied access to the mate-
rial or should refrain from prosecuting patents on the same
subject matter as the litigation. Plaintiff denies that Olstein
should be denied access at all but have [sic] offered to restrict
some of Olstein’s future patent prosecution.

Although the issue is a “close-call”, the Court concludes
Olstein’s offer should be adopted and that Olstein should
be allowed to view confidential and highly-confidential mate-
rial as he is not a “competitive decision-maker”. The law on

12 During the course of oral argument, the Universities made many: ar-
guments as to the strength of Medimmune’s inequitable conduct claim.
They argued that based upon discovery they had received, Medimmune
could not show inequitable conduct. Those arguments ‘are clearly pre-
mature at the motion to dismiss stage. The Universities will not be allowed
to try the inequitable conduct claim on the pleadings alone.
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counsel’s access to confidential material is govemed by the
over-arching principles set-out in United States Steel Corp. v.

United States, 730 F.2d 1465 (Fed. Cir. 1984). As pro- ..

nounced by the Federal Circuit, the policy underlying a -
restriction on counsel’s access to confidential materials is the
concern that counsel might inadvertently disclose the con-
fidential material learned during the course of litigation. See
id. at 1468. The competing interests to be evaluated in deter-

mining the outcome of such a dispute are one party’s right |

to broad discovery and the other party’s ability to protect
its confidential materials from misuse by competitors. See
Brown Bag Software v. Symantec Corp., 960 F.2d 1465,1469-

70 (Oth Cir.), cert. denied sub nom., BB Asset Mgmt. v.

Symantec Corp., 506 U.S. 869, 121 L. Ed. 2d 141, 113 S. Ct

198 (1992). The inquiry focuses on whether counsel can be a -

deemed a “competitive decision-maker”, which the Federal
Circuit says is shorthand for “a counsel’s activities, associa-
tion, and relationship with a client that is such as to involve
counsel’s advice and participation in any or all of the client’s

decisions (pricing, product design, etc.) made in light of simi-
lar or cormresponding information about a competitor.” U.S.
Steel, 730 F.2d at 1468, n.3. A counsel’s title as “in-house” or
“retained” will not be dispositive on the issue. See id. In
addition to determining whether a counsel is a competitive
decision-maker, the Court must also analyze whether denying

- counsel access to confidential material would work a substan-

tial hardship on one of the parties. See id.

The Court is extremely sensitive to the confidentiality con-
cerns of a party litigating a case such as this one. Never-
theless, the Court concludes that the Universities’ argument
amounts to a per se prohibition on the use of litigation coun-
sel who also prosecute patents. Other than Olstein’s status as
a patent prosecutor for MedImmune, the Court finds no other
indicators that would warrant denying him access to con-
fidential materials. MedImmune’s proposed wording for the
Protective Order will, therefore, be adopted.
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The Universities correctly note that in-house counsel have

© already been denied access to confidential materials in this
* case. They have argued that Olstein, while not an employee
= of MedImmune, is effectively “in-house” counsel for Med-
- Tmmune. The record does not support such a characterization
: nor does it support a conclusion that Olstein is a competitive
- decision-maker. No evidence has been proffered that Olstein
© participates in MedImmune’s decision-making in relation to
. competitors in biotechnology field. He does not apparently
. participate in product design, pricing or marketing. His law

firm and MedImmune do not share employees. The Court
views Olstein’s role as one of patent prosecutor in the typical
sense: he takes products that MedImmune has already-devel-
oped and brings them before the Patent Office. To adopt the
Universities [sic] position would inexorably lead to the
conclusion that no attorney, whether in-house or retained,
could prosecute patents for a client while still working as

"litigation counsel for that client. Such a result would run

contrary to Federal Circuit law.

In any event, Olstein’s proposal works to provide some
protection to the Universities. The Universities have claimed
that no information dealing with the “making” of DNA re-
combinant technology can be separated from information
dealing with the “use” of DNA recombinant technology.
They argue that it would be overly burdensome to force the
Universities to exact portions of the discovery they plan to
disclose. To the extent, however, that the Court’s holding
could allow for Olstein to have no restriction whatsoever to
viewing the materials, the Court believes that his proposal
sufficiently covers any potential concern that might arise.?

* The Court’s decision runs contrary to a holding in another district court

which denied retained counsel access to confidential materials because coun-
sel worked prosecuting patents for one of the parties. See Interactive Coupon
Marketing Corp. v. H.O.T.! Coupons LLC, 1999 U.S. Dist. LEXIS 12437
(N.D.I11. 1999). The Court disagrees with the reasoning applied in Interactive
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Although the Universities have attempted to discount the
possibility, the Court also believes that denying Olstein ac-
cess would work a hardship on MedImmune. Having worked
for MedIimmune for nearly twelve years, Olstein could pro-
vide a significant amount of assistance to the claims of non-
infringement. That MedImmune has hired other retained law-
yers to also represent it does not mean that Olstein’s par-
ticipation is not important to Medimmune.

The Court finds support for its conclusion in Sibia Neuro-
sciences, Inc. v. Cadus Pharmaceutical Corp., 1997 U.S.
Dist. LEXIS 24130 (S.D.Cal. 1997).. There, the Magistrate
held that a party’s patent counsel should be denied access to
confidential materials because of his current and on-going
patent prosecution for the client. In overturning the Magis-
trate’s decision, the district court made a number of pertinent
observations. First, the court noted. that Motorola, Inc. v.
Interdigital Tech. Corp., 1994 U.S. Dist. LEXIS 20714 (D.Del.
1994), a case relied upon by the Universities, represented an
extension of the current Federal Circuit law on the subject.
See id. at *19. Second, the court noted that counsel in that
case was not easily analogized to in-house counsel because he
represented many other biotech firms, he did not serve on the
client’s board of directors, and his firm did not exchange any
employees with the company. Third, and most importantly,
the indicia of competitive decision-making were not present.
Counsel was not involved in pricing or design, nor was he
involved in scientific research. In short, counsel prosecuted

patents for products that were already. developed. See id. at
*22-23.

because, in the Court’s view, it amounts to a per se prohibition on patent
counsel. If “shaping” patent applications amounts to competitive decision-
making, the Court has trouble imagining a patent prosecutor who would not
meet that standard. In any event, here there has been no showing that Olstein
does anymore than bring the patents before the Patent Office. There has been
no showing that he actively participates in MedImmune’s internal decision-
making process vis @ vis its competitors.
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Similarly here, all that has been shown is that Olstein
prosecutes patents in the biotech field for MedImmune. In
that regard, he is not that different from the other retained
counsel in the case. He prosecutes patents for Medimmune,
but he also works for many other biotech clients in their
patent work. The key is “competitive decision-making”: as he.
is not a competitive decision-maker, he does not need to be
restricted in the activities he pursues for MedImmune. But
his proposal offers the Universities additional protection
above and beyond what is required. His proposal should
be adoptc—:d.14 '

V1. CONCLUSION

The Universities’ motion to dismiss for lack of subject mat- -
ter jurisdiction will be denied because the Court has found
jurisdiction over all three Counts. The burden of proof in
Count I will lie with the declaratory-defendant patent holders.
The Universities’ motion to dismiss on particularity grounds
will be granted without prejudice, and MedImmune will be
granted leave to file a Second Amended Complaint within ten
-(10) days of the entry of this Order, after which time Defen-
dants will have ten (10) days to file a responsive pleading.
Lastly, MedImmune’s counsel will be allowed to view confi-
dential materials subject to the restriction that he has pro-
posed. The Court further notes that there are now currently

" Certain cases which denied in-house counsel-access to confidential mate-
mials can be distinguished on the facts. For example, in Intel Corp. v. VI4
Tech., Inc., 198 F.R.D. 525 (N.D.Cal. 2000), the court denied Intel’s in-house
counsel access to confidential materials in part because of her “interactions
with Plaintiffs business unit managers and with her supervisor. . . .” See id. at
532. Here, no showing has been made that Olstein bas any regular inter-
action with any supervisors at MedImmune. Mikohn Gaming Corp. v. Acres
Gaming, Inc., 1998 U.S. Dist. LEXIS 22251 (D.Nev. 1998) is also inapposite
because there the Court found that the patent counsel was currently pros-

ecuting patents on the exact same subject matter of the litigation. No such
showing has been made here.
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pending motions to compel discovery. The Court will be
referring all discovery disputes to a Magistrate in furtherance
of moving the proceedings in this case forward. An Order
consistent with this Opinion will follow.

7/16/2003 ' Is/
Date Alexander Williams, Jr.
: United States District Judge
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APPENDIX C

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MARYLAND
SOUTHERN DIVISION

Civil Action No. AW-02-1135

MEDIMMUNE, INC.,

Plaintiff,
Vs.

CENTOCOR, INC., et. al.,
Defendant.

MEMORANDUM OPINION

Currently pending before the Court are Defendants® Fourth
Motion to Dismiss [213] and Motion to Reopen [239]. The
motions have been fully briefed by all parties. No hearing is -
deemed necessary. See D. Md. R. 105.6. Upon considera-
tion of the arguments made in support of, and in opposition

to, the respective motions, the Court makes the following
determinations.

1. BACKGROUND

A. Factual Background

The Court takes the facts necessary for adjudication of the -
pending motion to dismiss from the Amended Complaint. At
the heart of this controversy is a patent which purports to
cover “methods for producing functional immunoglobin” and
relates to the use of genetically altered cells to generate
antibody molecules in the laboratory. The inventors (“Appli-
cants”) applied to the United States Patent and Trademark
Office (“PTO™) on August 27, 1984. The PTO issued the
Patent (“’715 Patent) fourteen years later in 1998. The *715.
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Patent has been assigned to the Universities. Prior to the
issuance of the Patent on November 10, 1992, Defendant ob-
tained an exclusive llcense to the Patent through an agree-:
ment with the Universities.!

In the years preceding the issuance of the Patent, and pﬁor

to Plaintiffs awareness of it, Plaintiff was developing a drug

called Synagis® which was approved by the Food and Drug -
Administration (“FDA”) on June 18,1998. Synagis® is a hu--

manized monoclonal antibody that “targets a particular virns
or source of disease.” These monoclonal antibodies are artifi-
cially synthesized using recombinant DNA technology. Plain-
tiff began selling Synagis® in September. 1998, after which it

‘became one of Plaintiffs most important and successful pedi-

atric drugs. |

On May 19, 1999, Defendant contacted Plaintiff to inform
it that Synagis® was infringing on the >715 Patent. Plaintiff

- disagreed that Synagis® infringed on the Patent but was con-

cerned about the allegation.” Plaintiff responded to Defen-
dant by claiming that Synagis® did not infringe on the Patent.
Defendant then proceeded to contact Abbott Laboratories, a
party contracted to do business with Plaintiff for Synagis®,

! In the agreement between Centocor and the- Universities, the Uni-
versities granted a “world-wide™ license to Centocor to make, use and sell

-Licensed Products (which are defined as any Licensed Patent Products or

Licensed Non-Patent Products). The Universities reserved the right to use the
Patent for not-for-profit research purposes. They also reserved the right to
grant non-exclusive sublicenses to four companies with which they were

- megotiating such agreements, and they reserved the right to bring legal ac-

tion against any alleged infringer. Among other rights granted to Centocor
in the Agreement was the right upon notice to the universities to sue any
alleged infringer, subject to the Universities right to bring snit within three
months of the notice. Centocor agreed to seek sublicenses with third par-
ties. Centocor’s right to sublicense was subject to this restriction: “Any
proposed sublicense shall be subject to the prior written approval of
Columbia, which approval shall not be unreasonably withheld.” Agree-
ment §§ 2,3.1,5.1, 12, 13.4, 13.5(d).
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and informed Abbott that the product was an infringement of
the Patent. Plaintiff eventunally agreed to enter into a Sub-
license Agreement with Defendant in which it agreed to pay
_ royalties to Defendant. After the formation of the agreement,
‘Plaintiff claims, inter alig, that it came upon information
which demonstrated that the Patent was invalid and unen-
_ forceable because of, among other reasons, “inequitable con-
duct” by the Applicants during the patent application process
before the PTO. '

B. Procedural Background

Plaintiff initiated this action on April 5, 2002. On July 1,
2002, Defendant Centocor filed a Motion to Dismiss for
Declaratory Judgment, which was denied by this Court in a
memorandum opinion and order dated December 12, 2002. In
that order, this Court additionally denied a Motion to Transfer

that had been filed subsequently to the Motion to Dismiss and - - -

directed Plaintiff to join the other two Defendants to this
action. On January 6, 2003, Plaintiff filed an amended com-
plaint in compliance with the Court’s order.

On May 5, 2003, Defendants moved to dismiss or for judg-
ment on the pleadings. Subsequently, on May 15, 2003, De-
fendants filed a Cross Motion to Dismiss for lack of juris-
diction. The first of these motions was granted on July ‘15,
2003, with leave given to Plaintiff to amend the Complaint.
The second motion was denied in the same memorandum

opinion and order. On July 30, 2003, Plaintiff filed its second
Amended Complaint. -

Most recently, on March 22, 2004, Defendants filed a
fourth Motion to Dismiss for lack of jurisdiction, based on
new law issued by the Federal Circuit March 5, 2004. See
Gen-Probe, Inc. v. Vysis, Inc., 359 F.3d 1376 (Fed Cir. 2004)
(holding declaratory action mot properly before the court

where licensing agreement is in place and licensee continues

to pay royalties pursuant to contract). On May 20, 2004, this
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* Court entered an order staying the proceedings, based upon -

the assertion made by Plaintiff that the Federal Circuit had
not yet ruled on Gen-Probe’s Petition for Rehearing En Banc.”
Five days later, Defendants filed a Motion to Reopen based
upon a disposition sheet from the Federal Circuit indicating
that the appellate court denied Gen-Probe’s petition May 24,
2004. :

1. DISCUSSION
A. Standard of Review

Under Fed. R. Civ. P. 12(b)(6), a court should not dismiss a
complaint “unless it appears beyond doubt that the plaintifi
can prove no set of facts in support of his claim which would
entitle him to relief”” Conley v. Gibson, 355 U.S. 41, 45-46.
The Fourth Circuit has stated,

[A] Rule 12(b)(6) motion should only be granted if, afte:
accepting all well-pleaded allegations in the plaintiff:
complaint -as true and drawing all reasonable factua
inferences from those facts in the plaintiffs favor, i
appears certain that the plaintiff cannot prove any set o
facts in support of his claim entitling him to relief.

Edwards v. City of Goldsboro, 178 F.3d 231, 244 (4th Ci
1999). When considering a motion under Fed. R. Civ. I
12(b)(1), the Court must first determine which way the motio
‘has been presented. If it is contended that the Plaintiff ha
failed to allege sufficient facts upon which to based:subje«
matter jurisdiction, then the Plaintiff is afforded all of th
same procedural protections as are available under the Rul
12(b)(6) standard. Adams v. Bain, 697 F.2d 1213, 1219 (4
Cir. 1982). , o
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B. Analysis
1. Motion to Reopen

For the very reasons cited by Defendants, the Court finds
Plaintiff’s argument stemming from Gen-Probe’s attempt to
bring its appeal before the Supreme Court unpersuasive. The
Supreme ‘Court does not have time to hear but. a small
percéntage of the cases with parties seeking to present
arguments before it. In any event, unless and until the
decision is over-turned by the Supreme Court, the Federal
Circuit’s opinion is controlling law over the matter presently
before this Court. Accordingly, the Court will address the
issues presented in the Fourth Motion to Dismiss. However,
in light of the decision reached with respect to that motion,
the Court will not reopen the case, but simply issue its
decision, keeping the case closed.

2; Fourth Motion to Dismiss -

In Gen-Probe, the Federal Circuit analyzed in depth the
“actual controversy” requirement of the Declaratory Judg-
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e ment Act, 28 U.S,C. § 2201(a). The Court then, faced with
{g - facts identical in all material aspects to the instant case, found
‘ l- that a complainant fails to meet that requirement when it
% chooses to enter into an agreement to pay royalties to the
b owner of a patent and then abides by the terms of that contract.
f"% The appellate court launched into a discussion of a case cited
'g prominently by Plaintiff, Lear, Inc. v. Adkins, 395 U.S. 653
,g (1969) (finding that the licensee is not barred from challenging
g a patent’s validity based upon that license alone). Citing
g - Studiengesellschaft Kohle m.b.H. v. Shell Oil, Co., 112 F.3d

1561 (Fed. Cir. 1997), the Court found the following:

While that case did not discuss jurisdiction under the
Declaratory Judgment Act, this court stated: [A] licensee

. cannot invoke the protection of the Lear doctrine
until it (i) actually ceases payment of royalties, and
(ii) provides notice to the licensor that the reason for
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ceasing payment of royalties is because it has deemed

the relevant claims to be invalid. Skell Oil, 112 F.3d at
1568. This language posits that a licensee must, at a
minimum, stop paying royalties (and thereby materially
breach the agreement) before bringing suit to challenge
the validity or scope of the licensed patent.

Gen-Probe, 359 F.3d at 1381.

This Court not only finds the conclusions of the Federal
Circuit compelling, but, unlike the arguments put forth by
Plaintiff, this Court finds them controlling as well. Plaintiff
maintains that subject matter jurisdiction is not a substantive
issue, but instead a procedural one and thus, Fourth Circuit law
should previdil. In support of this contention, Plaintiff cites
Midwest Indus., Inc. v. Karavan Trailers, Inc., 175 F.3d 1356,
1359 (Fed. Cir. 1999). However, in that same opinion, on that
same page, the Federal Circuit stated as one of the questions to
which Federal Circuit law applies, “whether there is a
sufficient controversy between the parties to permit an accused
infringer to bring an action seeking a declaratory judgment of
patent infringement or invalidity.” Id. (citing Goodyear Tire &
Rubber Co. v. Releasomers, Inc., 824 F.2d 953, 954-55 (Fed.
Cir. 1987). Since the Court finds that Gen-Probe is controlling
over the matter currently before it, the Court will not reach the
broader arguments raised by Plaintiff addressing its belief that
the decision was wrongly decided.

1II. CONCLUSION

For the reasons stated above, the Court will DENY Defen-
dants’ Motion to Reopen, but will GRANT Defendants’
Fourth Motion to Dismiss. An Order consistent with this

Opinion will follow.
June 17, 2004 /s/
Date Alexander Williams Jr.

United States district Judge
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. APPENDIX D
IN THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF MARYLAND
T SOUTHERN DIVISION

Civil Action No. AW-OZ-] 135
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: MEDIMMUNE, INC.,
- Plaintiff,
VS.
CENTOCOR, INC., et. al.,
Defendant.
ORDER
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@ - 1.That Defendants’ Motion to Reopen [Paper no. 239] BE

i and the same hereby IS, DENIED;

“ 2. That Defendants’ Fourth Motion to Dismiss [Paper no

. 213] BE, and the same hereby IS, GRANTED; and

_ 3. That the Clerk of the Court transmit copies of this

- Opinion and Order to all counsel of record

f /sl

H Alexander Williams, Jr.

United States District Judge ?

For the reasons stated in the accompanying Memorandum
Opinion dated June 17, 2004, IT IS this 17th day of June

2004 by the United States District Court for the District of
Maryland hereby ORDERED:
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APPENDIX E

UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

[Filed Aug. 25, 2005]
ORDER '

A petition for rehearing en banc having been filed by the
APPELLANT, and a response thereto having been invited by
the court and filed by the APPELLEES, and the matter hav-
ing first been referred as a petition for rehearing to the panel
that heard the appeal, and thereafter the petition for rehearing
en banc and response having been referred to the circuit judges
who are in regular active service,

UPON CONSIDERATION THEREOF, it is
ORDERED that the petition for rehearing be, and the same

‘hereby is, DENIED and it is further

ORDERED that the petition for rehearing en banc be, and
the same hereby is, DENIED.

The mandate of the court will issue on September 1, 2005.

FOR THE COURT,

/s/ Jan Horbaly
JAN HORBALY

: Clerk

Dated: August 25, 2005

Ce: Harvey Kurzweil
John C. Dougherty, Teresa M. Corbin

MEDIMMUNE V CENTOCOR, 04-1499
(DCT - 8:02-CV-01135)

Note: Pursuant to Fed. Cir. R. 47.6, this order is not citable as
precedent. It is a public record.
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o APPENDIX F
. CONST ITTUTIONAL AND STATUTORY PROVISIONS

; Article II of the Constitution of the United States provides
in relevant part:

SECTION 2. The judicial Power shall extend to all
.Cases, in Law and Equity, arising under this Consti- :
‘tution, the Laws of the United States . . . . '

Title 28 U.S.C. § 1331 provides:

The district courts shall have original jurisdiction of
all civil actions arising under the Constitution, laws, or
treaties of the United States.

Title 28 U.S.C. § 1338(a) provides:

. The district courts shall have original jurisdiction of
any civil action arising under any act of Congress
relating to patents, plant variety protection, copyrights
and trademarks. Such jurisdiction shall be exclusive of
the courts of the states in patent, plant variety protection
and copyright cases.

Title 28 U.S.C. § 2201(a) provides:

In any case of actual controversy within its juris-
diction, except . . . any court of the United States, upon
the filing of an appropriate pleading, may declare the
rights and other legal relations of any interested party
seeking such a declaration, whether or not further relief
is or could be sought. Any such declaration shall have

- the force and effect of a final judgment or decree and
shall be reviewable as such.




