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Sweet, D.J.

The Plaintiff Icahn School of Medicine at Mount Sinai
("Mt. Sinai” or the “Plaintiff”) has moved pursuant to F. R.
Civ. P. 12(f) to strike Defendant Neurocrine Biosciences, Inc.’s
{“Neurocrine” or the “Defendant”) affirmative defenses for
patent invalidity, non-infringement, and misuse, and moved
pursuant to F. R. Civ. P. 12(b) (1) to dismiss Defendant’s
corresponding declaratory judgment counterclaims. Based on the
conclusions set forth below, Plaintiff’s motion to strike
affirmative defenses 11-14 and to dismiss counterclaims I-IV is

granted.

Prior Proceedings

The Defendant’s motion to dismiss the complaint was
denied on June 13, 2016, finding that Mt. Sinai adequately
alleged that Neurocrine had breached and violated the licensing
agreement regarding an alleged sublicense to Abbott
International Luxembourg S.a.r.l. (“Abbott”), now AbbVie Inc.
(“AbbVie”), violated the licensing agreement, created a de facto
sublicense, and alleged adequate damages, though it limited the

scope of the license to the two patents.
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The instant motion to strike affirmative defenses and
dismiss counterclaims was heard and marked fully submitted on

November 3, 2016.

Pleadings

Plaintiff, formerly known as Mt. Sinai School of
Medicine of the City University of New York, is a New York
education corporation, organized under the New York Education
Law and chartered by the Board of Regents of the State of New
York. 1Its sole member is Mt. Sinai Health System, Inc., a not-
for-profit corporation organized under the laws of the State of
New York. Mt. Sinai owns and controls certain rights in
technology for the identification, discovery, and screening of
drug compounds that interact in the human body with receptors
for the hormone known as GnRH. Mt. Sinai’s drug-discovery tools
are foundational in the identification, screening, and
development of drugs for the treatment of a number of endocrine
disorders, and Mt. Sinai has the exclusive right to grant
licenses to the patented technology directed thereto. (Compl.,

1 20.)
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Neurocrine is a corporation organized and existing
under the laws of the State of Delaware, having a principal
place of business at 12780 El Camino Real, San Diego, CA 92130.
Neurocrine is in the business of, among other things, developing
pharmaceuticals for use in neurological and endocrine diseases

and disorders. (Compl., 1 22.)

AbbVie 1is a corporation organized and existing under
the laws of the State of Delaware, having a principal place of
business at 1 North Waukegan Road, North Chicago, Illinois
60064. AbbVie is in the business of, among other things,

pharmaceutical development, manufacturing and sales.

Mt. Sinai and Neurocrine entered a patent license
agreement for certain drug discovery tools on August 27, 1999
including Mt. Sinai’s ‘366 patent and ‘583 patent, which were
issued in May 1998 and November 1999. Both patents have now

expired.

The complicated process of discovering and developing
new drug treatments requires basic research such as is performed
by Mt. Sinai and its scientists. The application of that

science to particular conditions such as endometriocsis and
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uterine fibroids was performed by Neurocrine. The testing,
approval, and manufacture of the new drug is performed by a
major pharmaceutical company, in this instance Abbott

International Luxembourg S.a.r.l. (“Abbott”), now AbbVie.

Gonadotropin releasing hormone (“GnRH”) is implicated
in numerous endocrine diseases including prostate cancer,
ovarian cancer, breast cancer, and endometriosis. (Compl. 99 3,
38, 40-43.) Stuart C. Sealfon, M.D., a world-renown neurologist
at Mt. Sinai, was the first to make stable cell lines expressing
the cloned receptor for GnRH (“GnRH-R”) and invented a method to
identify drug compounds that modulate the receptor’s molecular
signaling using the cell lines. (Id. 99 39-40.) Dr. Sealfon’s
patented inventions, assigned to Mt. Sinai, are foundational
drug-discovery tools. Both Parties recognized the Sealfon tools
as essential for Neurocrine to identify and develop new drugs
that inhibit GnRH activity and can be used to treat endocrine

disorders. (Id. 99 5, 40-46, 50.)

The parties, on August 27, 1999, entered into a
Nonexclusive License Agreement (“License Agreement”) which
provided that Neurocrine may “grant sublicenses under the

License only with the prior written consent” of Mt. Sinai.



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 7 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 8 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 9 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 10 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 11 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 12 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 13 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 14 of 21



Case 1:15-cv-09414-RWS Document 125 Filed 03/20/17 Page 15 of 21

Sinai did not bring a claim for infringement. Neurocrine brings
this defense so that it can assert that it “will not owe
royalties based on sales of Elagolix.” (Opposition Brief
("Oppn. Br.”) at 16.) For the reasons that follow, this defense
cannot be brought since Mt. Sinai did not seek a claim for
infringement, though Neurocrine will not owe any royalties based

on sales of Elagolix.

Neurocrine has at all relevant times been licensed to
use the Mt. Sinai patented technology, and there is no claim for
infringement. The statute dictates that there can only be a
claim for infringement when a party “without authority makes,
uses, offers to sell, or sells any patented invention.” 35
U.s.C. § 271(a). Neurocrine seeks to use non-infringement as a
method to challenge the breach of contract action, which is not

permissible.

Neurocrine has relied on Pony Pal. However, unlike
the instant affirmative defense, the action in Pony Pal was for
a declaratory judgment that “products sold by Defendant do not
fall within the scope of the Patent claims, and that, therefore,
Defendant is not in breach of the Agreement.” Pony Pal, LLC. v.

Claire's Boutiques, Inc., 2006 WL 846354, at *5. Here, the

13
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expense” of litigating the validity of the underlying patents
would greatly expand the scope of this case and would cause the
Plaintiff prejudice because these issues are far outside of the
scope of the breach of contract claim. Id. Some of the
additional costs leading to this prejudice include numerous
additional technical, factual, and legal issues that would lead
to additional fact discovery, expert discovery, and substantial
motion practice. For these reasons, there is sufficient
prejudice shown and affirmative defenses 11 through 14 are

stricken.

The Declaratory Judgment Counterclaims Are Dismissed for the
Same Reasons the Affirmative Defenses Are Stricken

The parties dispute whether the declaratory judgment
claims for patent invalidity, non-infringement, and misuse are
ripe since they may depend on sales of Elagolix, which is not
yet on the market. The Second Circuit’s standard for ripeness
of declaratory judgment actions is that “there is a substantial
controversy, between parties having adverse legal interest, of
sufficient immediacy and reality to warrant the issuance of a
declaratory judgment.” Inc. v. St. Paul Fire & Marine Ins. Co.,

411 F.3d 384, 388 (2d Cir. 2005) (internal citations omitted).

16
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Here, the dispute about whether a successful challenge
to the patents would impact Mt. Sinai’s damages for future sales
of Elagolix is a substantial controversy. The question is
whether it is of sufficient immediacy as Elagolix is not yet
commercially available. However, while the question of ripeness
is one of degree, “the fact that liability may be contingent
does not necessarily defeat jurisdiction of a declaratory
judgment action.” Associated Indem. Corp. v. Fairchild Indus.,
961 F.2d 32, 35 (2d Cir. 1992) (internal citations omitted).
Here, despite the contingent question of whether Elagolix will
ever be sold publically, Neurocrine’s claims are ripe and it 1is
more efficient to resolve them in this action. Dish Network,
LLC v. Am. Broad. Cos., No. 12 Civ. 4155, 2012 WL 2719161, at *3
(S.D.N.Y. July 9, 2012) (“One of the primary purposes of
declaratory relief is to promote efficiency—i.e., to allow one
action to define the legal relationships and adjust the
attendant rights and obligations at issue between the parties”)

(internal citations omitted).

While the declaratory judgment claims are ripe, they
are dismissed for the same reasons articulated above in deciding
the parallel claims to strike affirmative defenses. The

underlying claims for the declaratory judgment counterclaims for

17
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patent invalidity, non-infringement, and misuse are the same
substantive legal claims as the affirmative defense claims

discussed above and are dismissed for the same reasons.

18
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Cohclusion
Based on the conclusions set forth above, Plaintiff’s
motion to strike affirmative defenses 11-14 and to dismiss

counterclaims I-IV 1s granted.

It is so ordered.

New York, NY ;7
March / 7, 2017 ROBERT W. SWEET
U.s.D.J.

19




