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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE
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)
)
)
)
)
)
)
)
)
)
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In this patent infringement action, Plaintiffs ALZA Corporation ("ALZA") and
Janssen Pharmaceuticals, Inc. (collectively "Plaintiffs"), for their complaint against Defendants,
Osmotica Kereskedelmi es Szolgaltato Kft, Osmotica Pharmaceutical Corp., and Norwich
Pharmaceuticals, Inc. (collectively, "Defendants"), allege as follows:
NATURE OF THE ACTION

1.

This is an action for patent infringement under the patent laws of the

United States, Title 35, United States Code, in response to the filing by the Defendants of
Abbreviated New Drug Application ("ANDA'') No. 20-5327 with the U.S. Food and Drug
Administration ("FDA") seeking approval to manufacture and sell a generic version of
CONCERTA® prior to the expiration of U.S. Patent No. 8,163,798.
PARTIES

2.

Plaintiff ALZA is a Delaware corporation, having its principal place of

business at 700 Eubanks Drive, Vacaville, California 95688.
3.

Plaintiff Janssen Pharmaceuticals, Inc. is a Pennsylvania corporation,

having a place of business at 1125 Trenton-Harbourton Road, Titusville, New Jersey 08560.
4.

On information and belief, Defendant Osmotica Kereskedelmi es

Szolgaltato Kft ("Osmotica Kft") is a company organized under the laws of Hungary involved in
the development and sale of pharmaceutical products in various countries and has a place of
business atBerlini u. 47-49. III. ep. I. em, Budapest 1045, Hungary.
5.

On information and belief, Osmotica Kft is the owner of ANDA No. 20-

5327 and is the ANDA applicant.
6.

On information and belief, Defendant Osmotica Pharmaceutical Corp.

("Osmotica Corp.") is a Delaware corporation that manufactures and sells pharmaceutical
products in the United States and has a place of business at 1205 Culbreth Drive, Suite 200,
Wilmington, North Carolina 28405.
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7.

On information and belief, Osmotica Corp. is a wholly-owned subsidiary

of Osmotica Kft.
8.

On information and belief, Osmotica Corp. and Osmotica Kft share certain

officers, directors and/or employees.
9.

On information and belief, Osmotica Corp. and Osmotica Kft

(collectively, "Osmotica") operate together as a single business and present themselves as a
cohesive

entity.

For

example,

Osmotica

Corp.'s

website,

at

http://www.osmoticausa.com/index.php, states "Osmotica is an international group of companies
with principal operations located in the United States . . . and Osmotica Kft in Hungary."
Osmotica Corp.'s website, at http://www.osmoticausa.com/contact.php, lists contact information
for Osmotica Kft and Osmotica Corp.

11.

On information and belief, Norwich Pharmaceuticals, Inc. is a Delaware

corporation and has a place of business at 6826 State Highway 12, Norwich, New York 13815.
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JURISDICTION AND VENUE
14.

This action for patent infringement arises under 35 U.S.C. § 1 et seq.

generally, and 35 U.S.C. §§ 271(b), 271(c), 27l(e)(2) specifically.
15.

This Court has subject matter jurisdiction over this dispute pursuant to 28

U.S.C. §§ 1331, 1338(a), 2201, and 2202.
16.

This Court has personal jurisdiction over each of the Defendants by virtue

of the fact that, inter alia, each Defendant has committed, or aided, abetted, contributed to and/or
participated in the commission of, a tortious act of patent infringement that has led to foreseeable
harm and injury to a Delaware corporation, Plaintiff ALZA, in Delaware.

This Court has

personal jurisdiction over each of the Defendants for the additional reasons set forth below and
for other reasons that will be presented to the Court if such jurisdiction is challenged.
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20.

On information and belief, personal jurisdiction over Osmotica Kft is also

proper because by filing ANDA No. 20-5327 for generic methylphenidate hydrochloride
extended release tablets, it has committed the tort of patent infringement pursuant to 35 U.S.C.
§§ 271(b), 271{c), 27l(e)(2)(A), and the location of that tort is where the patent holder, ALZA,
resides, i.e., in the state ofDelaware.

22.

Personal jurisdiction over Osmotica Corp. is proper because it is, on

information and belief, a Delaware corporation that resides in the State of Delaware and has
purposely availed itself of the privilege of doing business in this State.
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23.

On information and belief, personal jurisdiction over Osmotica Corp. is

also proper because Osmotica Corp. expressly consented to general personal jurisdiction in the
State of Delaware by appointing a Delaware resident as its agent for service of process. On
information and belief, the registered agent of Osmotica Corp. is Corporation Service Company,
located at 2711 Centerville Road, Suite 400, Wilmington, Delaware 19808. On information and
belief, the registered office of Osmotica Corp. is located at 2711 Centerville Road, Suite 400,
Wilmington, Delaware 19808.

25.

On information and belief, this Court has personal jurisdiction over

Osmotica Corp. by virtue of, among other things: (1) its incorporation under the laws of
Delaware; (2) its designation of a registered agent and registered office in Delaware; and (3) its
course of conduct that is designed to cause the performance of tortious acts that will result in
foreseeable harm in Delaware.
26.

Personal jurisdiction over Defendant Norwich Pharmaceuticals, Inc. is

proper because it is, on information and belief, a Delaware corporation that resides in the state of
Delaware and has purposely availed itself of the privilege of doing business in this State. For
example, on information and belief, Norwich Pharmaceuticals, Inc. holds current controlled
substance "Distributor/Manufacturer" and "Pharmacy - Wholesale" licenses from the State of
Delaware. The active ingredient found in the drug products that are the subject of ANDA No.
20-5327 is methylphenidate hydrochloride, a controlled substance.
27.

On information and

belief,

personal jurisdiction over Norwich

Pharmaceuticals, Inc. is also proper because Norwich Pharmaceuticals, Inc. expressly consented
{00761724;vl }
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to general personal jurisdiction in the State of Delaware by appointing a Delaware resident as its
agent for service of process. On information and belief, the registered agent for service for
Norwich Pharmaceuticals, Inc. is Corporation Service Company, located at 2711 Centerville
Road, Suite 400, Wilmington, Delaware 19808. On information and belief, the registered office
for Norwich Pharmaceuticals, Inc. is located at 2711 Centerville Road, Suite 400, Wilmington,
Delaware 19808.

29.

On information and belief, this Court has personal jurisdiction over

Norwich Pharmaceuticals, Inc. by virtue of, among other things: (1) its incorporation under the
laws of Delaware; (2) its purposeful availment of the privilege of doing business in Delaware;
(3) its designation of a registered agent and registered office in Delaware; and (4) its course of
conduct that is designed to cause the performance of tortious acts that will result in foreseeable
harm in Delaware.
30.

Venue is proper in this district pursuant to 28 U.S.C. §§ 1391 and 1400(b).
GENERAL ALLEGATIONS

31.

On April 24, 2012, the USPTO issued U.S. Patent No. 8,163,798 ("the

'798 Patent"). A true and correct copy of the '798 Patent is attached hereto as Exhibit A.
32.

Plaintiffs own all rights, title and interest in the '798 Patent, including all

rights needed to bring this action in Plaintiffs' names.
33.
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34.

ALZA manufactures the drug covered by the FDA-approved New Drug

Application ("NDA") No. 21-121 and marketed under the registered tradename CONCERTA®,
the active ingredient of which is methylphenidate hydrochloride ("CONCERTA" or "the
CONCERTA drug product"), in the United States.
35.

Janssen Pharmaceuticals, Inc. holds NDA No. 21-121 for CONCERTA.

36.

Marketing of CONCERTA is authorized in four dosage strengths (i.e., 18

mg, 27 mg, 36 mg and 54 mg) by NDA No. 21-121.
37.

CONCERTA is covered by one or more claims of the '798 Patent, which

is listed in connection with CONCERTA in the FDA's publication, Approved Drug Products
with Therapeutic Equivalence Evaluations (the "Orange Book") as a patent "with respect to

which a claim of patent infringement could reasonably be asserted if a person not licensed by the
owner engaged in the manufacture, use, or sale of the drug" CONCERTA. See 21 U.S.C.
§ 355(b)(1 ).

{00761724;vl }
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39.

Pursuant to FDA regulation 21 C.P.R. § 314.94, Defendants' generic copy

ofCONCERTA must have the same dosage strength as CONCERTA and must be bioequivalent
to CONCERTA.
40.

Osmotica has asserted to the FDA that the generic copy of CONCERTA's

54 mg dosage strength has a dosage strength of 54 mg and is bioequivalent to CONCERTA.
41.

Osmotica has represented that the Reference Listed Drug (RLD) of its

ANDA No. 20-5327 is CONCERTA.
42.

Osmotica has represented that it has included in ANDA No. 20-5327 a

"Paragraph IV" certification under 21 U.S.C. § 355G)(2)(A)(vii)(IV) alleging that the '798 Patent
is invalid or will not be infringed by the manufacture, use, .or sale of the generic copy of the
dosage strength ofCONCERTA covered by Osmotica's ANDA.
43.

On or about May 20, 2013, Plaintiffs received a letter dated May 17, 2013

(the "notice letter"), purporting to be notices of Osmotica's ANDA and "Paragraph IV"
certification(s) required by 21 U.S.C. § 355G)(2)(B)(i)-(ii).

The Paragraph IV certification

alleged that the '798 Patent was invalid and/or will not be infringed by the manufacture, use,
offer for sale, or sale of the products for which FDA approval is sought in ANDA No. 20-5327.
44.

This action is being commenced within forty-five days of the date of the

46.

On information and belief, Osmotica was necessarily aware of the '798

notice letter.

Patent when it filed the above-described ANDA and "Paragraph IV" certifications to the FDA in
the above-described ANDA.
47.

On information and belief, Osmotica did not have an adequate good-faith

basis for filing the "Paragraph IV" certification(s) accompanying its ANDA.
{00761724;vl }
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49.

Norwich

Pharmaceuticals,

Inc.

states

on

its

website

at

http://www.norwichpharma.com/about-norwich that "Over its 125-year history, Norwich has ...
established an unparalleled history of regulatory compliance."

On information and belief,

Norwich Pharmaceuticals, Inc. was aware of the Orange Book and that drug products are often
protected by patents that are listed in the Orange Book.

INFRINGEMENT OF THE '798 PATENT

51.

Plaintiffs incorporate and reallege paragraphs I through 50 above, as if set

forth in full herein.
52.
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53.

Osmotica had knowledge of the '798 Patent when it submitted and filed

ANDA No. 20-5327.

56.

The commercial manufacture, use, offer for sale, sale, marketing,

distributing, and/or importation of Defendants' ANDA Product will infringe the '798 Patent.
57.

Upon information and belief, the use of Defendants' ANDA Product in

accordance with and as directed by the proposed labeling for the products will infringe the '798
Patent.
58.

On information and belief, unless enjoined by this Court, Defendants plan

and intend to engage in the manufacture, use, offer for sale, sale, marketing, distributing, and/or
importation of Defendants' ANDA Product with its proposed labeling immediately following
approval of ANDA No. 20-5327.
59.

On information and belief, Defendants know or were willfully blind to

knowing that Defendants' ANDA Product and its proposed labeling are especially made or
adapted for use in infringing the '798 Patent, and that Defendants' ANDA Product and its
proposed labeling are not suitable for any substantial noninfringing use.
{0076!724;vl }
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60.

On information and belief, Defendants, including by making and

distributing the ANDA Product with its proposed labeling, intend to cause others to perform acts
that Defendants know or were willfully blind to knowing will infringe the '798 Patent.
61.

On information and belief, unless enjoined by this Court, Defendants plan

and intend to, and will, actively induce infringement of the '798 Patent immediately following
approval of ANDA No. 20-5327.
62.

On .information and belief, unless enjoined by this Court,

Defendan~s

plan

and intend to, and will, contribute to the infringement of the '798 Patent immediately following
approval of ANDA No. 20-5327.
63.

The foregoing actions by Defendants constitute, and/or will constitute,

direct infringement of the '798 Patent, active inducement of others to infringe the '798 Patent,
and/or contribution to the infringement by others of the '798 Patent.
64.

On information and belief, Defendants acted without a reasonable basis

for believing that they would not be liable for infringing the '798. Patent, actively inducing
infringement of the '798 Patent, and/or contributing to the infringement of the '798 Patent.
65.

Unless Defendants are enjoined from infringing the '798 Patent, actively

inducing infringement of the '798 Patent, and/or contributing to the infringement of the '798
Patent, Plaintiffs will suffer irreparable injury.
66.

Plaintiffs are entitled to the relief provided by 35 U.S.C. § 271(e)(4),

including, inter alia, an order of this Court that the FDA set the effective date of approval for
Osmotica's ANDA to be a date which is not any earlier than the expiration date of the '798
Patent, including any extensions of that dates.
67.
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RELIEF SOUGHT
WHEREFORE, Plaintiffs respectfully request the following relief:
A.

The entry of judgment that the '798 Patent is valid and enforceable;

B.

The entry of judgment that the '798 Patent would be directly infringed by

Defendants' ANDA Product, either literally or under the doctrine of equivalents; that submission
of ANDA No. 20-5327 is an act of infringement ofthe '798 Patent; and that Defendants' making,
using, offering to sell, selling, marketing, distributing, or importing Defendants' ANDA Product,
or any product that infringes the '798 Patent, prior to the expiration date of the '798 Patent, would
infringe, actively induce infringement, and contribute to the infringement of the '798 Patent;
C.

The entry of an order pursuant to 35 U.S.C. § 271(e)(4) directing the FDA

to not approve ANDA No. 20-5327, or any product or compound that infringes the '798 Patent,
or, as the case may be, to change the effective date of approval of Osmotica's ANDA, to a date
not earlier than the date that the '798 Patent expires, including any extensions of that date;
D.

The entry of a permanent injunction, enjoining Defendants, their officers,

directors, agents, servants, employees, successors and assigns, and all others in concert and
privity with them, from making, using, offering to sell, selling,

mar~eting,

distributing, or

importing Defendants' ANDA Product, or any other products not colorably different, that
infringe the '798 Patent, and from inducing or contributing to the infringement of the '798 Patent,
until after the expiration of the '798 Patent, including any extensions of that date;
E.

Damages or other monetary relief, including prejudgment interest, if

Defendants engage in the commercial manufacture, use, offering to sell, sale, marketing,
distribution, or importation of Defendants' ANDA Product, or any other products that infringe
the '798 Patent, or the inducement or contribution of the forgoing, prior to the expiration of '798
Patent, including any extensions of that date;
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F.

The entry of judgment that, in view of Defendants' relevant acts, this case

is an exceptional case under 35 U.S.C. § 285, entitling Plaintiffs to an award of their reasonable
attorneys' fees for bringing and prosecuting this action;
G.

An award of pre-judgment and post-judgment interest on each and every

H.

An award of Plaintiffs' costs and expenses in bringing and prosecuting this

I.

Such other and further relief as the Court may deem just and proper.

award;

action; and
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