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INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF DELAWARE

INDIVIOR INC., INDIVIOR UK LIMITED,
and MONOSOL RX, LLC,

Plaintiffs,

V. C.A. No.

SANDOZ INC.

Defendant.

N N N N N N N N N N

COMPLAINT FOR PATENT INFRINGEMENT

Plaintiffs Indivior Inc. (formerly known as Reckitt Benckiser Pharmaceuticals Inc.)
(“Indivior™), Indivior UK Limited (formerly known as RB Pharmaceuticals Limited) (“Indivior
UK™), and MonoSol Rx, LLC (“MonoSol”) (collectively, “Plaintiffs’) file this Complaint against
Defendant Sandoz Inc. (* Sandoz”) and allege as follows:

NATURE OF THE ACTION

1. Thisisan 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 Sandoz’ s submission of an Abbreviated New Drug Application (“ANDA”) to the
Food and Drug Administration (*FDA”) seeking approval to manufacture, use, and sell a generic
version of Plaintiffs Suboxone® sublingual film prior to the expiration of United States Patent
Nos. 8,475,832 (“the *832 patent™); 8,017,150 (“the *150 patent”); and 8,603,514 (“the ’514
patent”) (collectively, “the patents-in-suit”).

THE PARTIES

2. Plaintiff Indivior is a Delaware corporation having a principal place of business at

10710 Midlothian Turnpike, Suite 430, Richmond, Virginia.
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3. Plaintiff Indivior UK is a United Kingdom corporation having a principal place of
business at 103-105 Bath Road, Slough, UK.

4, Plaintiff MonoSol is a Delaware limited liability corporation having a principal
place of business at 30 Technology Drive, Warren, New Jersey.

5. On information and belief, Defendant Sandoz is a Colorado corporation having a
principa place of business at 100 College Road West, Princeton, New Jersey. On information
and belief, Sandoz has registered pursuant to Del. Code. Ann. Tit. 24 § 2540 to distribute generic
pharmaceutical products in Delaware and holds current and valid “ Distributor/Manufacturer
CSR” and “Pharmacy-Wholesale” licenses from the Delaware Board of Pharmacy.

JURISDICTION AND VENUE

6. This Court has subject matter jurisdiction over this action pursuant to 28 U.S.C.
88 1331 and 1338(a).
7. On information and belief, Sandoz isin the business of, inter alia, developing,

manufacturing, obtaining regulatory approval, marketing, selling, and distributing generic copies
of branded pharmaceutical products in Delaware and throughout the United States. Such
products include the generic buprenorphine hydrochloride and naloxone hydrochloride
sublingual film (* Sandoz’ s generic product”) that is described in ANDA No. 205477.

8. This Court has personal jurisdiction over Sandoz because of, inter alia, Sandoz’'s
continuous and systematic contacts with the State of Delaware; its previous submission to the
jurisdiction of thisjudicia district, including, inter alia, by affirmatively invoking this Court’s
jurisdiction by filing counterclaims in this District; and its marketing and sales activitiesin this
judicia district, including, but not limited to, the substantial, continuous, and systematic
distribution, marketing, and/or sales of generic pharmaceutical products to residents of this

judicia district. Further, Sandoz has registered pursuant to Del. Code. Ann. Tit. 24 § 2540 to
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distribute generic pharmaceutical productsin Delaware and holds current and valid
“Distributor/Manufacturer CSR” and * Pharmacy-Wholesale” licenses from the Delaware Board
of Pharmacy.

9. This Court also has personal jurisdiction over Sandoz because, upon information
and belief, Sandoz has submitted to jurisdiction in this District in patent cases, including, for
example, Cephalon Inc. v. Sandoz Inc. et al., 15-cv-00178-GMS; Forest Laboratories, LLC et al.
v. Apotex Corp. et al., 15-cv-00018-GM S; Sanofi et al. v. Sandoz Inc., 14-cv-01434-RGA; Teva
Pharms. USA, Inc. et al. v. Sandoz Inc., 14-cv-01171-GMSS; Merck Sharp & Dohme Corp. v.
Sandoz Inc., 14-cv-00916-RGA; Allos Therapeutics, Inc. et al. v. Teva Pharms. USA, Inc. et al.,
14-cv-00778-RGA; and ALZA Corp. et al. v. Sandoz Inc., 14-cv-00744-RGA. This Court also
has personal jurisdiction over Sandoz because, upon information and belief, Sandoz has
affirmatively availed itself of this Court’ s jurisdiction as a plaintiff, including, for example, in
Sandoz Inc. v. Pfizer, Inc. et al., 10-cv-00104-LPS.

10.  This Court aso has persona jurisdiction over Sandoz because Sandoz has
purposefully availed itself of the privilege of doing businessin the State of Delaware by
continuously and systematically placing goods into the stream of commerce for distribution
throughout the United States including the State of Delaware, and/or by selling, directly or
through its agents, pharmaceutical products in the State of Delaware.

11.  Oninformation and belief, Sandoz sent or caused to be sent aletter dated October
1, 2015 to Plaintiff Indivior and Plaintiff MonoSol, corporations organized under the laws of the
State of Delaware, stating that Sandoz had submitted ANDA No. 205477 seeking approval to

commercialy manufacture, use, import, offer for sale and sell Sandoz’ s generic product (the
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“Notification Letter”). Sandoz purposefully directed its activities to Plaintiff Indivior and
Plaintiff Monosol, both Delaware corporations.

12. On information and belief, if ANDA No. 205477 is approved, the generic product
will, among other things, be marketed and distributed by Sandoz, directly and/or through its
agents, in Delaware, and/or prescribed by physicians practicing and dispensed by pharmacies
located within Delaware.

13. On information and belief, Sandoz intends its generic product to be distributed
and sold in the United States, including in Delaware.

14.  Venueisproper in this District under 28 U.S.C. 88 1391 and 1400.

THE PATENTSIN-SUIT

15. Plaintiff Indivior UK is the lawful owner of the *832 patent, and Plaintiff Indivior
is an exclusive licensee of the 832 patent. The 832 patent, entitled “Sublingual and Buccal Film
Compositions,” was duly and legally issued on July 2, 2013, naming Garry L. Myers, Samuel D.
Hilbert, Bill J. Boone, B. Arlie Bogue, Pradeep Sanghvi, and Madhusudan Hariharan as
inventors. A true copy of the’832 patent is attached hereto as Exhibit A.

16. Plaintiff MonoSol is the lawful owner of the 150 patent, and Plaintiff Indivior is
an exclusive licensee of the *150 patent. The *150 patent, entitled “Polyethylene Oxide-Based
Films and Drug Delivery Systems Made Therefrom,” was duly and legally issued on September
13, 2011, naming Robert K. Yang, Richard C. Fuisz, Garry L. Myers, and Joseph M. Fuisz as
inventors. A true copy of the *150 patent is attached hereto as Exhibit B.

17. Plaintiff MonoSol is the lawful owner of the 514 patent, and Plaintiff Indivior is
an exclusive licensee of the ’514 patent. The *514 patent, entitled “Uniform Films for Rapid

Dissolve Dosage Form Incorporating Taste-Masking Compositions,” was duly and legally issued
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on December 10, 2013, naming Robert K. Yang, Richard C. Fuisz, Garry L. Myers, and Joseph
M. Fuisz as inventors. A true copy of the 514 patent is attached hereto as Exhibit C.

SUBOXONE® SUBL INGUAL FILM

18. Plaintiff Indivior isthe holder of New Drug Application (“NDA”) No. 22-410 for
Suboxone® (buprenorphine hydrochloride and nal oxone hydrochloride) sublingual film.

19. On August 30, 2010, the FDA approved NDA No. 22-410 for the manufacture,
marketing, and sale of Suboxone® sublingual film for the treatment of opioid dependence.
Plaintiff Indivior has sold Suboxone® sublingual film under NDA No. 22-410 since its approval.

20.  The patents-in-suit are listed in the FDA’ s Approved Drug Products with
Therapeutic Equivalence Evaluations (the “Orange Book”) as covering Suboxone® sublingual
film.

THE DRUG APPROVAL PROCESS

21. In 1984, Congress enacted the Drug Price Competition and Patent Term
Restoration Act, commonly known as the “Hatch-Waxman Act” and codified at 21 U.S.C. § 355.
The Hatch-Waxman Act was intended to balance two important public policy goals. First,
Congress wanted to ensure that innovator drug manufacturers would have meaningful patent
protection and a period of marketing exclusivity to enable them to recoup their investmentsin
the development of valuable new drugs. Second, Congress sought to ensure that, once the patent
protection and marketing exclusivity for these drugs expire, consumers would benefit from the
availability of lower priced generic versions of approved drugs.

22. Under 21 U.S.C. 8§ 355(b)(1), theinnovator drug manufacturer and NDA
applicant is required to submit extensive testing and safety information concerning the drug. In

addition, the NDA applicant must submit information on “any patent which claims the drug for

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




