Case 1:22-cv-04328 Document 1 Filed 06/29/22 Page 1 of 87 PagelD: 1

Liza M. Walsh

Christine I. Gannon

William T. Walsh, Jr.

WALSH P1Z27Z1 O’REILLY FALANGA LLP
Three Gateway Center

100 Mulberry Street, 15th Floor
Newark, NJ 07102

(973) 757-1100

Counsel for Plaintiff
Bristol-Myers Squibb Company

IN THE UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

BRISTOL-MYERS SQUIBB COMPANY,
Civil Action No.

Plaintiff,
V.
Electronically Filed
XSPRAY PHARMA AB,

Defendant.

COMPLAINT

Plaintiff, Bristol-Myers Squibb Company, by its undersigned attorneys, for their Complaint
against Defendant, Xspray Pharma AB, hereby alleges as follows:

NATURE OF THE ACTION

1. This is an action for patent infringement arising under the Food and Drug Laws and
Patent Laws of the United States, Titles 21 and 35 of the United States Code, respectively, arising
from Defendant’s submission of a New Drug Application (“NDA”) to the Food and Drug

Administration (“FDA”) seeking approval to manufacture and sell a generic version of Plaintiff’s

SPRYCEL® (dasatinib) tablets prior to the expiration of United States Patent Nos. 7,491,725 and/or

8,680,103.
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THE PARTIES

2. Plaintiff Bristol-Myers Squibb Company (“BMS”) is a corporation organized and
existing under the laws of the State of Delaware, having a principal place of business at Route 206
and Province Line Road, Princeton, New Jersey 08540.

3. On information and belief, Defendant Xspray Pharma AB (“Xspray”) is a corporation
organized and existing under the laws of Sweden, having a principal place of business at
Résundavigen 12, 169 67 Solna, Sweden.

4. On information and belief, Xspray is in the business of, among other things,
developing, preparing, manufacturing, selling, marketing, and distributing generic drugs, including
distributing, selling, and marketing generic drugs throughout the United States, including within the
state of New Jersey, through its own actions and through the actions of its partners, agents and
subsidiaries.

5. On information and belief, Xspray is listed as the applicant of NDA No. 216195 (the
“Xspray NDA”) and has sent notice to BMS stating that Xspray included a certification in the Xspray
NDA, pursuant to 21 U.S.C. § 355(b)(2)(A)(IV).

6. On information and belief, Xspray initially prepared and submitted the Xspray NDA
for Xspray’s 100 mg dasatinib tablets. BMS previously filed a lawsuit against Xspray in this District
arising from Xspray’s submission of the Xspray NDA for Xspray’s 100 mg dasatinib tablets. See
Bristol-Myers Squibb Co. v. Xspray Pharma AB, C.A. No. 1-22-cv-00964, Dkt. 1 (D.N.J. Feb. 23,
2022). On information and belief, Xspray subsequently amended the Xspray NDA to include five
additional dosage strengths of 15 mg, 36 mg, 50 mg, 57 mg, and 70 mg tablets (“Xspray NDA

Products™).
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7. On information and belief, Xspray prepared and submitted the Xspray NDA for the
Xspray NDA Products, which was done for the direct benefit of Xspray.

8. On information and belief, following FDA approval of the Xspray NDA, Xspray,
through its own actions and through the actions of its partners, agents and subsidiaries, will
manufacture, supply, market, and sell the approved generic product throughout the United States,
including New Jersey.

JURISDICTION AND VENUE

0. This action arises under the patent laws of the United States, 35 U.S.C. §§ 100 et seq.,
generally, and 35 U.S.C. § 271(e)(2), specifically, and this Court has jurisdiction over the subject
matter of this action under 28 U.S.C. §§ 1331 and 1338(a).

10.  Venue is proper in this Court as to Xspray because, among other things, Xspray is a
foreign corporation not residing in any United States district and may be sued in any judicial district.
28 U.S.C. § 1391(b), (c); see also 28 U.S.C. § 1400(b); Fed. R. Civ. P. 4(k)(2); In re HTC Corp., 889
F.3d 1349 (Fed. Cir. 2018).

11. Venue is further proper in this Court as to Xspray because, among other things,
Xspray has committed or aided, abetted, contributed to, and/or participated in the commission of,
acts of infringement of the asserted patents that will lead to foreseeable harm and injury to BMS by
filing the Xspray NDA with the intention of seeking to market the Xspray NDA Products nationwide,
including within New Jersey. See 28 U.S.C. § 1400(b).

12. Moreover, Xspray did not contest venue, and filed counterclaims, in this District in
the prior case in which BMS filed a lawsuit against Xspray arising from Xspray’s submission of the
Xspray NDA for Xspray’s 100 mg dasatinib tablets. See Bristol-Myers Squibb Co. v. Xspray Pharma

AB, C.A. No. 1-22-cv-00964, Dkt. 10 (D.N.J. May 5, 2022).
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PERSONAL JURISDICTION OVER XSPRAY

13.  Plaintiff realleges paragraphs 1-12 as if fully set forth herein.

14. This Court has personal jurisdiction over Xspray because, inter alia, Xspray, on
information and belief: intends to market, sell, and/or distribute the Xspray NDA Products to
residents of this State upon approval of the Xspray NDA, either directly or through at least one of its
partners or wholly-owned subsidiaries or agents. Xspray’s intent to sell its NDA Products here is
sufficient to support a finding of specific personal jurisdiction. See Acorda Therapeutics Inc. v.
Mylan Pharms. Inc., 817 F.3d 755, 762-63 (Fed. Cir. 2016).

15.  Alternatively, to the extent the above facts do not establish personal jurisdiction over
Xspray, this Court may exercise jurisdiction over Xspray pursuant to Fed. R. Civ. P. 4(k)(2) because:
(a) Plaintiff’s claims arise under federal law; (b) Xspray would be a foreign defendant not subject to
personal jurisdiction in the courts of any State; and (c) Xspray has sufficient contacts with the United
States as a whole, including, but not limited to, preparing and filing NDAs with the FDA, marketing
its drug product candidates, and manufacturing generic pharmaceutical products that will be
distributed throughout the United States, such that this Court’s exercise of jurisdiction over Xspray
satisfies due process, and is consistent with the United States Constitution and Laws.

16. Upon information and belief, if the Xspray NDA is approved, Xspray’s NDA Products
will be marketed and distributed by Xspray in the State of New Jersey, prescribed by physicians
practicing in the State of New Jersey, dispensed by pharmacies located within the State of New
Jersey, and used by patients in the State of New Jersey.

17. Upon information and belief, Xspray does not currently maintain a principal place of
business, maintain any offices, store its products, or sell its products directly into another forum, and

no other forum has a superior claim of personal jurisdiction over Xspray.
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18.  Moreover, Xspray did not contest personal jurisdiction, and filed counterclaims, in
this District in the prior case in which BMS filed a lawsuit against Xspray arising from Xspray’s
submission of the Xspray NDA for Xspray’s 100 mg dasatinib tablets. See Bristol-Myers Squibb Co.
v. Xspray Pharma AB, C.A. No., Dkt. 10 1-22-cv-00964 (D.N.J. May 5, 2022)

BACKGROUND

U.S. PATENT NO. 7,491,725

19.  On February 17, 2009, the United States Patent & Trademark Office (“USPTO”) duly
and legally issued United States Patent No. 7,491,725 (“the *725 patent”) entitled “Process for
preparing 2-aminothiazole-5-aromatic carboxamides as kinase inhibitors” to inventors Jean
Lajeunesse, John D. DiMarco, Michael Galella, and Ramakrishnan Chidambaram. A true and correct
copy of the *725 patent is attached as Exhibit 1. The *725 patent is assigned to BMS.

U.S. PATENT NO. 8,680,103

20. On March 25, 2014, the USPTO duly and legally issued United States Patent
No. 8,680,103 (“the ’103 patent”) entitled “Process for preparing 2-aminothiazole-5-aromatic
carboxamides as kinase inhibitors” to inventors Jean Lajeunesse, John D. DiMarco, Michael Galella,
and Ramakrishnan Chidambaram. A true and correct copy of the 103 patent is attached as Exhibit

2. The *103 patent is assigned to BMS.

SPRYCEL®

21.  BMS is the holder of New Drug Application (“NDA”) No. 029186 for dasatinib, for

oral use, in 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg dosages, which is sold under the trade

name SPRYCEL®.

22. Pursuant to 21 U.S.C. § 355(b)(1), and attendant FDA regulations, the 725 and *103

patents are among the patents listed in the Orange Book with respect to SPRYCEL®.
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