Case 1:21-cv-01141-UNA Document 1 Filed 08/05/21 Page 1 of 10 PagelD #: 1

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

ASTELLAS PHARMA INC., ASTELLAS
IRELAND CO., LTD. and ASTELLAS
PHARMA GLOBAL DEVELOPMENT,

INC., C.A. No.

Plaintiffs,
V.

APOTEX INC. and APOTEX CORP.

)
)
)
)
)
)
)
)
)
)
)
Defendant. )

COMPLAINT FOR PATENT INFRINGEMENT

Plaintiffs Astellas Pharma Inc., Astellas Ireland Co., Ltd. and Astellas Pharma Global
Development, Inc. (collectively, “Astellas” or “Plaintiffs”), by their undersigned attorneys, hereby
allege as follows:

NATURE OF ACTION

1. This is an action for patent infringement of United States Patent No. 10,842,780
(“the *780 Patent™), arising under the United States patent laws, Title 35, United States Code. This
action relates to the Abbreviated New Drug Application (“ANDA”) submitted by the above-named
Defendants under Section 505(j) of the Federal Food, Drug and Cosmetic Act (“FDCA”), 21
U.S.C. 8§ 355(j), seeking United States Food and Drug Administration (“FDA”) approval to market

a generic pharmaceutical product.
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THE PARTIES

A. Astellas Pharma Inc., Astellas Ireland Co., Ltd. and Astellas Pharma Global
Development, Inc.

2. Plaintiff Astellas Pharma Inc. (“API”) is a corporation organized and existing under
the laws of Japan, having its principal place of business at 2-5-1, Nihonbashi-Honcho, Chuo-Ku,
Tokyo 103-8411, Japan. API was formed on April 1, 2005, from the merger of Yamanouchi
Pharmaceutical Co., Ltd. and Fujisawa Pharmaceutical Co., Ltd.

3. Plaintiff Astellas Ireland Co., Ltd. (“AICL”) is a corporation organized and existing
under the laws of Ireland, having its principal place of business at Damastown Road, Damastown
Industrial Park, Mulhuddart, Dublin 15, Ireland. AICL is a subsidiary of Plaintiff API.

4, Plaintiff Astellas Pharma Global Development, Inc. (“APGD”) is a corporation
organized and existing under the laws of the State of Delaware, having its principal place of
business at 1 Astellas Way, Northbrook, Illinois 60062. APGD is a subsidiary of Plaintiff API.

B. Apotex Inc. and Apotex Corp. (collectively, “Apotex™)

5. On information and belief, Defendant Apotex Inc. is a corporation organized and
existing under the laws of Canada, having a principal place of business at 150 Signet Drive,
Toronto, Ontario M9L 1T9, Canada. On information and belief, Apotex Inc. is in the business of,
inter alia, developing, manufacturing and/or distributing generic drug products for marketing, sale,
and/or use throughout the United States including in this judicial district.

6. On information and belief, Defendant Apotex Corp. is a corporation organized and
existing under the laws of Delaware, having a principal place of business at 2400 N. Commerce
Parkway, Suite 400, Weston, Florida 33326. On information and belief, Apotex Corp. is in the
business of, inter alia, developing, manufacturing and/or distributing generic drug products for

marketing, sale, and/or use throughout the United States including in this judicial district.
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7. By a letter dated June 22, 2021, (“Apotex’s Notice Letter”) Apotex notified
Plaintiffs that Apotex had submitted to FDA ANDA No. 209434 for mirabegron extended-release
tablets, 25 mg and 50 mg (“Apotex ANDA”), a drug product that is a generic version of
Myrbetrig® extended-release tablets, in the 25mg and 50mg strengths (“Apotex’s ANDA
Product”). On information and belief, the purpose of Apotex’s submission of the Apotex ANDA
was to obtain approval under the FDCA to engage in the commercial manufacture, use, offer for
sale, and/or sale of Apotex’s ANDA Product prior to the expiration of the *780 Patent.

8. In Apotex’s Notice Letter, Apotex notified Plaintiffs that, as a part of the Apotex
ANDA, Apotex had filed a certification of the type described in Section 505(j)(2)(A)(vii)(1V) of
the FDCA, 21 U.S.C. § 355(j)(2)(A)(vii)(1V), with respect to the *780 Patent, asserting it is invalid,
unenforceable, and/or will not be infringed by the commercial manufacture, use, and sale of
Apotex’s ANDA Product.

JURISDICTION AND VENUE

0. This Court has jurisdiction over the subject matter of this action under 28 U.S.C.
88 1331, 1338(a), 2201 and 2202.

10. This Court has personal jurisdiction over Apotex because, among other things,
Apotex has committed, or aided, abetted, contributed to, or participated in the commission of,
tortious acts of patent infringement in filing the Apotex ANDA that has led to foreseeable harm
and injury to Plaintiffs, and will imminently commit, or aid, abet, contribute to, or participate in
the commission of, a tortious act of patent infringement by selling Apotex’s ANDA Product which
will lead to foreseeable harm and injury to Plaintiffs.

11.  This Court also has personal jurisdiction over Apotex because its affiliations with
the State of Delaware, including by virtue of Apotex Corp.’s incorporation in Delaware, are so

continuous and systematic as to render Apotex essentially at home in this forum.
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12.  This Court also has personal jurisdiction over Apotex Inc. pursuant to Fed. R. Civ.
P. 4(k)(2) because (a) Astellas’s claims arise under federal law; (b) as a foreign defendant, Apotex
Inc. is not subject to jurisdiction in any state’s courts of general jurisdiction; and (c) Apotex Inc.
has sufficient contacts within the United States as a whole, including but not limited to preparing
and submitting an ANDA to FDA and/or manufacturing and/or selling pharmaceutical products
distributed throughout the United States, such that this Court’s exercise of jurisdiction over Apotex
Inc. satisfies due process.

13.  This Court also has personal jurisdiction over Apotex because it has frequently
availed itself of the legal protections of the State of Delaware by, among other things, Apotex
Corp. selecting the State of Delaware as its place of incorporation, and by Apotex admitting
jurisdiction and asserting counterclaims in lawsuits filed in the United States District Court for the
District of Delaware. See, e.g., Bial Portela & CA SA et al. v. Apotex Inc. et al., C.A. No. 21-
00187 (D. Del.), D.I. 6; Intercept Pharm., Inc. et al. v. Apotex Inc. et al., C.A. No. 20-1105 (D.
Del.), D.1. 10.

14. For these reasons, and for other reasons that will be presented to the Court if
jurisdiction is challenged, the Court has personal jurisdiction over Apotex.

15.  Venue is proper in this Court pursuant to 28 U.S.C. 88 1391 and 1400(b) and/or
Fed. R. Civ. P. 4(k)(2).

MYRBETRIO® TABLETS

16. APGD holds approved New Drug Application (“NDA”) No. 202611 for
Myrbetrig® extended-release tablets, 25 mg and 50 mg, which contain the active ingredient,
mirabegron. FDA approved NDA No. 202611 on June 28, 2012 for both the 25 mg and 50 mg

extended-release Myrbetrig® tablets.

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Case 1:21-cv-01141-UNA Document 1 Filed 08/05/21 Page 5 of 10 PagelD #: 5

17. Mirabegron has been referred to chemically as, inter alia, (R)-2-(2-aminothiazol-
4-yl)-4’-[2-(2-hydroxy-2-phenylethyl)amino]ethyl]acetic acid anilide, (R)-2-(2-aminothiazol-4-
yl)-4’-[2-[(2-hydroxy-2-phenylethyl)amino]ethyl]acetanilide, and 2-(2-aminothiazol-4-yl)-N-[4-
(2-{[(2R)-2-hydroxy-2-phenylethyl]Jamino}ethyl)phenyl]acetamide. Mirabegron can be depicted

as, inter alia, the following formula:

A N . .
\/\G\ | )—NH,
N N
H

18. Myrbetrig® extended-release tablets, containing 25 mg or 50 mg of mirabegron
(“Myrbetrig® Tablets”), are indicated for the treatment of overactive bladder (“OAB”) with
symptoms of urge urinary incontinence, urgency, and urinary frequency.

19. Myrbetrig® Tablets comprise a sustained release hydrogel-forming formulation
containing, inter alia, polyethylene oxide and polyethylene glycol as inactive ingredients within
the tablet formulation, which function as a means for forming a hydrogel and a means for ensuring
penetration of water into the tablets.

20. For quality control purposes in the U.S. market, Myrbetrig® Tablets are subjected
to dissolution testing using the United States Pharmacopeia (“USP”) Apparatus I. A dissolution
test evaluates the rate and extent that a compound forms a solution under carefully controlled
conditions. Within the context of regulatory approval, the USP dissolution test helps safeguard
against the release of drug products that do not perform acceptably. USP Apparatus | (basket) and

Il (paddle) provide a platform to evaluate the in vitro performance of dosage forms using

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




