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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

VELOXIS PHARMACEUTICALS, INC,, )
Plaintiff, ;
\2 ; C.A. No.
ACCORD HEALTHCARE, INC. and ;
INTAS PHARMACEUTICALS LTD., )
Defendants. ;
COMPLAINT

Plaintiff Veloxis Pharmaceuticals, Inc. (“Veloxis”), by its undersigned attorneys, for its
Complaint against Defendants Accord Healthcare, Inc. (“Accord Healthcare”) and Intas
Pharmaceuticals Ltd. (“Intas”) (collectively “Defendants”), alleges as follows:

NATURE OF THE ACTION

1. This is an action for patent infringement under the patent laws of the United States,
35 U.S.C. § 1 et seq., arising from Defendants’ submission of Abbreviated New Drug Application
(“ANDA”) No. 217255 to the United States Food and Drug Administration (“FDA”). Defendants’
ANDA seeks FDA approval to market and sell 0.75 mg, 1 mg, and 4 mg extended-release tablets
of tacrolimus (“Defendants’ ANDA Products”) prior to the expiration of U.S. Patent
Nos. 8,685,998 (“the 998 Patent™); 9,549,918 (“the 918 Patent”); 10,166,190 (“the 190 Patent”);
10,864,199 (“the °’199 Patent”); 11,110,081 (“the ’081 Patent”); and 11,123,331
(“the ’331 Patent”).

2. Veloxis owns the patents-in-suit and is the holder of FDA approved New Drug
Application (“NDA”) No. 206406 for the brand name drug ENVARSUS XR® (tacrolimus). The

patents-in-suit generally cover oral dosage forms and methods of use and administration of
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tacrolimus, including ENVARSUS XR®. Defendants’ ANDA Products are generic versions of
ENVARSUS XR".

THE PARTIES

3. Plaintiff Veloxis is a corporation organized and existing under the laws of the State
of Delaware, having a principal place of business at 2000 Regency Parkway, Suite 500,
Cary, NC 27518.

4. Upon information and belief, Defendant Accord Healthcare is a corporation
organized and existing under the laws of North Carolina, having a principal place of business at
1009 Slater Road, Suite 210 Durham, North Carolina 27703. Upon information and belief, Accord
Healthcare is in the business of, among other things, developing, manufacturing, and selling
generic versions of branded pharmaceutical products, including for the United States market.

5. Upon information and belief, Defendant Intas is a corporation organized and
existing under the laws of India, having a principal place of business at Corporate House, Near
Sola Bridge, S. G. Highway, Thaltej, Ahmedabad — 380054, Gujarat, India. Upon information and
belief, Intas is in the business of, among other things, developing, manufacturing, and selling
generic versions of branded pharmaceutical products, including for the United States market.

6. Upon information and belief, Accord Healthcare is a wholly-owned subsidiary of
Intas and is controlled and/or dominated by Intas. Upon information and belief, Accord Healthcare
is the commercial arm of Intas. Upon information and belief, Accord Healthcare and Intas are
agents of each other and/or operate in concert as integrated parts of the same business group.

JURISDICTION AND VENUE

7. This Court has jurisdiction over the subject matter of this action pursuant to

28 U.S.C. §§ 1331, 1338(a), 2201, and 2202.
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8. Venue is proper in this Court under 28 U.S.C. §§ 1391 and 1400(b), and this Court
has personal jurisdiction over Defendants.

9. Accord Healthcare, through their counsel, by email dated June 23, 2022, have
consented to personal jurisdiction and venue in this Court for purposes of this matter.

10. This Court also has personal jurisdiction over Accord Healthcare because Accord
Healthcare, itself and/or through its parent Intas, has purposefully availed itself of the benefits and
protections of the State of Delaware and, therefore, could reasonably anticipate being sued in this
Judicial District. Upon information and belief, Accord Healthcare, directly or indirectly,
manufactures, imports, markets, offers to sell, sells and/or distributes generic drugs throughout the
United States, including Delaware, and Delaware would be a destination of Defendants” ANDA
Products. Upon information and belief, Accord Healthcare, on its own or acting in concert with
Intas, prepared and filed ANDA No. 217255 with the FDA. Upon information and belief, Accord
Healthcare, on its own or acting in concert with Intas, will manufacture, import, market, offer to
sell, sell and/or distribute Defendants” ANDA Products in the United States, including Delaware,
upon approval of ANDA No. 217255, and will derive substantial revenue from the use or
consumption of Defendants” ANDA Products in Delaware.

11. This Court also has personal jurisdiction over Intas because Intas, itself and/or
through its subsidiary Accord Healthcare, has purposefully availed itself of the benefits and
protections of the State of Delaware and, therefore, could reasonably anticipate being sued in this
Judicial District. Upon information and belief, Intas, directly or indirectly, manufactures, imports,
markets, offers to sell, sells and/or distributes generic drugs throughout the United States,
including Delaware, and Delaware would be a destination of Defendants’ ANDA Products. Upon

information and belief, Intas, on its own or acting in concert with Accord Healthcare, prepared and
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submitted ANDA No. 217255 to the FDA. Upon information and belief, Intas, on its own or acting
in concert with Accord Healthcare, will manufacture, import, market, offer to sell, sell and/or
distribute Defendants” ANDA Products in the United States, including in Delaware, upon approval
of ANDA No. 217255, and will derive substantial revenue from the use or consumption of
Defendants’ ANDA Products in Delaware.

12.  In the alternative, this Court also has personal jurisdiction over Intas pursuant to
Rule 4(k)(2), Fed. R. Civ. P. This action arises from actions of Intas directed toward Delaware,
and Intas has purposefully availed itself of the rights and benefits of Delaware law by engaging in
systematic and continuous contacts with Delaware. Upon information and belief, Intas regularly
and continuously transacts business within Delaware, including by selling pharmaceutical
products in Delaware, either on its own or through affiliates. Upon information and belief, Intas
derives substantial revenue from the sale of those products in Delaware and has availed itself of
the privilege of conducting business in Delaware.

13. Venue is also proper in this Court with respect to Intas because, upon information
and belief, Intas is a foreign corporation that may be sued in any judicial district where it is subject
to the personal jurisdiction of the Court.

14. Personal jurisdiction and venue are also proper in this Judicial District because
Defendants have availed themselves of the legal protections of Delaware by, among other things,
admitting jurisdiction and asserting counterclaims in lawsuits filed in this Court. See e.g., Celgene
Corp. etal. v. Accord Healthcare Inc., No. 21-1795 (D. Del. Dec. 22, 2021); Teva Pharmaceuticals
International GmbH et al v. Accord Healthcare Inc., No. 21-952 (D. Del. June 29, 2021); Taiho
Pharmaceutical Co., Ltd. et al v. Accord Healthcare Inc. et al, No. 21-838 (D. Del. June 9, 2021);

Bayer Pharma AG et al v. Accord Healthcare Inc. et al, No. 21-566 (D. Del. Apr. 22, 2021);
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Purdue Pharma L.P. et al v. Accord Healthcare Inc., No. 20-1362 (D. Del. Oct. 8, 2020); Otsuka
Pharmaceutical Co., Ltd. et al v. Accord Healthcare Inc., No. 20-1287 (D. Del. Sep. 25, 2020);
Sanofi-Aventis U.S. LLC et al v. Accord Healthcare Inc., No. 20-803 (D. Del. Jun. 12, 2020).
Merck Sharp & Dohme Corp. v. Accord Healthcare Inc. etal., No. 19-2192 (D. Del. Jan. 24, 2020);
Novartis Pharm. Co. v. Accord Healthcare Inc. et al., No. 18-1043 (D. Del. Aug. 8, 2018); Amgen
Inc. v. Accord Healthcare et al., No. 18-956 (D. Del. June 28, 2018).

PATENTS-IN-SUIT

15. On April 1, 2014, the *998 Patent, titled “Tacrolimus for Improved Treatment of
Transplant Patients,” was duly and lawfully issued by the United States Patent and Trademark
Office (“USPTO”). Veloxis is the assignee of the *998 Patent. A true copy of the 998 Patent is
attached hereto as Exhibit A.

16. On January 24, 2017, the *918 Patent, titled “Stabilized Tacrolimus Composition,”
was duly and lawfully issued by the USPTO. Veloxis is the assignee of the 918 Patent. A true
copy of the 918 Patent is attached hereto as Exhibit B.

17. On January 1, 2019, the *190 Patent, titled “Stabilized Tacrolimus Composition,”
was duly and lawfully issued by the USPTO. Veloxis is the assignee of the 190 Patent. A true
copy of the 190 Patent is attached hereto as Exhibit C.

18. On December 15, 2020, the *199 Patent, titled “Tacrolimus for Improved Treatment
of Transplant Patients,” was duly and lawfully issued by the USPTO. Veloxis is the assignee of
the *199 Patent. A true copy of the *199 Patent is attached hereto as Exhibit D.

19. On September 7, 2021, the 081 Patent, titled “Tacrolimus for Improved Treatment
of Transplant Patients,” was duly and lawfully issued by the USPTO. Veloxis is the assignee of

the *081 Patent. A true copy of the *081 Patent is attached hereto as Exhibit E.

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




