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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

NOVARTIS PHARMACEUTICALS
CORPORATION,

Plaintiff, Civil Action NO. 13-XXXX (XXX) (XXX)

V.
HOSPIRA, INC.,

Defendant.

COMPLAINT
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1. Plaintiff Novartis Pharmaceuticals Corporation (tMatis”) alleges as follows on
personal knowledge as to its own actions and obsiens, and on information and belief as to all
other facts.

NATURE OF THE ACTION

2. This is an action for patent infringement under plagent laws of the United States,
Title 35, United States Code, and the Declaratadgtent Act, 28 U.S.C. 88 2201-02 that arises
out of Defendant’s request for approval from th&.Urood and Drug Administration (“FDA”) to
manufacture and sell generic versions of Novar#&metd product prior to expiration of U.S.
Patent No. 7,932,241 (“the '241 patent”), whichdisected to certain approved presentations of
zoledronic acid, and U.S. Patent No. 8,324,18%(*t89 patent”), which is directed to oncology
methods.

THE PARTIES

3. Plaintiff Novatrtis is a corporation organized un@slaware law. Its principal place
of business is in East Hanover, New Jersey. Nvavins the '189 patent.

4. Defendant Hospira, Inc. (“Hospira”) is a corporatimrganized under Delaware law.
Its principal place of business is in Lake For8nois.

5. Upon information and belief, Hospira has systematid continuous contacts with
New Jersey, including offices in New Jersey, Nevs&g distributors and significant sales in New
Jersey. Upon information and belief, Hospira deps] manufactures and sells generic versions of
branded drugs in the United States, including iwNersey.

6. Upon information and belief, Hospira submitted tee tFDA an ANDA and a

505(b)(2) Application seeking approval for genescsions of Zometa.
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JURISDICTION AND VENUE

7. This action seeks to enforce federal patent riginider federal law. Accordingly,
this Court has federal question jurisdiction ung@rU.S.C. 88 1331 and 1338(a) and declaratory
judgment jurisdiction under 28 U.S.C. 8§ 2201 aR@2

8. Venue is proper in this District under 28 U.S.C.1891 and 1400(b).

9. This Court has personal jurisdiction over Defendtort the following reasons,
among others:

I. Defendant has sold generic drugs in New Jerseyjsaadeking approval
and/or has obtained tentative approval to sell @andistribute a generic
version of Zometa in New Jersey;

ii.  Novartis, which will be harmed by Defendant’s antipis domiciled in
New Jersey;

iii. Defendant has systematic and continuous contadts Mew Jersey, in
that, among other things, it sells, manufactunegarts and/or distributes
generic drugs in New Jersey;

iv. Defendant has previously acquiesced to personiadjation and asserted
counterclaims in this District;

v. Defendant has previously asserted claims in ths¢riot; and

vi.  Defendant is already before this Court in litigatiavolving the 241

patent, C.A. No. 2:12-cv-03967-SDW-MCA.
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STATEMENT OF FACTS

A. Novartis’ Branded Products

10. The active ingredient in Zometa is zoledronic aci¥bmeta was first approved by
the FDA in 2001 and is used to treat hypercalcevhiaalignancy (HCM), a condition resulting in
high calcium blood levels due to cancer, multiplgeloma and bone metastases from solid
tumors. Zometa’s primary indication is for the ymation of skeletal-related complications
associated with cancer, such as fractures and pain.

11. Zometa is administered intravenously as a 4 mg dbsmledronic acid diluted in
standard buffer media. Zometa has been sold egetfarms: (a) a “pre-concentrate” vial of 4 mg
of Zometa diluted in 5 mg of buffer, which must tuether diluted before administration to a
patient; (b) a “Ready to Use” or “RTU” vial of 4 naf Zometa in fully diluted form; and (c) a
4 mg vial of powder, which would be diluted by arfusion center before administration to a
patient (this product was discontinued in 2003popkened, Zometa has a shelf life of three years.

B. The Patents-In-Suit

12. The '241 patent, entitled “Pharmaceutical produsprising bisphosphonates,”
was duly and legally issued on April 26, 2011 asdbwned by Novartis. The 241 patent’s
inventors discovered that zoledronic acid couldb®stored for extended periods in then-industry-
standard glass vials. The acid tends to degraggl#ss, resulting in particles that can contareinat
the drug. Accordingly, Novartis scientists invahta novel plastic-coated vial able to hold
zoledronic acid for extended periods. The '24%ptis directed to this invention. A copy of the
'241 patent is attached as Exhibit 1.

13. The '189 patent, entitled “Use of zolendronatetfae manufacture of a medicament
for the treatment of bone metabolism diseases,”dulsand legally issued on December 4, 2012,

-3-
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and is owned by Novartis. During clinical trialsZometa, Novartis scientists learned that cancer
patients could suffer renal toxicitye.,, kidney damage—if the drug were administered too
quickly. After extensive clinical experimentationpwever, Novartis scientists discovered that
renal toxicity could be controlled if Zometa wemnanistered as a 4 mg dose over a 15 minute
period. The '189 patent is directed to this metlobdreatment. A copy of the '189 patent is
attached as Exhibit 2.

14. Zometa and its methods of use are covered by omeooe claims of the '241 and
189 patents, which have been listed in connectioth Zometa in the FDA’s publication,
Approved Drug Products with Therapeutic EquivaleBsaluations, which is also referred to as
the “Orange Book.” Accordingly, Defendant has attwr constructive knowledge of the patents.

C. The ANDA Process

15. The FDA regulates the manufacture, sale and ladpafnprescription drugs in the
U.S. Under the 1984 Hatch-Waxman Act, companieshing to bring a generic version of a

branded prescription drug to market can submiteeign Abbreviated New Drug Application
(ANDA) to the FDA, 21 U.S.C. 8 355(j), or a so-called “8§ 505(b)(2)phgation,” 21 U.S.C. §

355(b)(2). These processes allow the generic-dnager to avoid the expensive clinical trials
required of an NDA holder to demonstrate a drugfety and effectiveness. The generic company
can rely on the original NDA submission for thatgmse.

16. The Hatch-Waxman Act also contains provisions mearialance the interests of
branded and generic companies in resolving claiomcaerning the branded company’s patents.
The Act requires drug makers to identify the patemtvering their drugs in the Orange Book. 21
U.S.C. 8§ 355(b)(1)(c)(2). When seeking ANDA appipthe applicant must take certain actions

with respect to listed patents.
-4 -
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17. In particular, under 21 U.S.C. 8 355(j)(2)(A)(vING, an applicant can assert that
the branded drug’s patent(s) is/are invalid, une@able, and/or will not be infringed, a so-called
“Paragraph IV certification.” Such a certificatisprovided to the FDA and notice is given to the
NDA holder and patent owner. Upon receiving notéethe certification, the NDA holder or
patent owner can choose to enforce its patentsderél court.

D. Defendant’s ANDA and 505(b)(2) Applications

18. By letter dated June 21, 2013, Defendant notifiedatis that it had submitted to
the FDA ANDA No. 090621 for a generic version ofrZeta pre-concentrate (“Defendant’s
ANDA Product”).

19. By a second letter dated June 21, 2013, Defendatifiedl Novartis that it had
submitted to the FDA 505(b)(2) Application No. 2040for a generic version of Ready-to-Use
Zometa (“Defendant’s 505(b)(2) Product”).

20. In both of its notice letters, Defendant statedt tita applications included
certifications pursuant to 21 U.S.C. § 355())(2)(A)(1V) with respect to the '189 patent and
alleged that the '189 patent is invalid, unenfobdeaand/or will not be infringed by the
commercial manufacture, use, offer for sale or shlBefendant’'s ANDA Product or Defendant’s
505(b)(2) Product.

21. In its notice letter for Defendant’'s 505(b)(2) Puotl Defendant stated that its
application included certifications pursuant tol25.C. § 355(j)(2)(A)(vii)(IV) with respect to the
'241 patent and alleged that the '241 patent iglidy unenforceable and/or will not be infringed

by the commercial manufacture, use, offer for salgale of Defendant’s 505(b)(2) Product.

22. This action is being commenced before expiratiofodly-five days from Novartis’

-5-
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receipt of each of the notice letters.

COUNT | (INFRINGEMENT OF THE '241 PATENT)

23. Each of the preceding paragraphs 1 to 22 is incated as if fully set forth herein.

24. Defendant has submitted a 505(b)(2) Applicatiothwitaragraph IV notices to
obtain approval to engage in the commercial manufac use, offering for sale, or sale of
zoledronic acid solutions in a plastic-coated \gailtable to hold zoledronic acid as the active
ingredient prior to the expiration of the approyedsentationpatent, which constitutes an act of
infringement of one or more of the claims of théIZatent under 35 U.S.C. § 271(e)(2)(A).

25. Upon FDA approval of its 505(b)(2) Application, @edant will further infringe the
patent relating to approved presentations by makiusing, offering for sale, and selling its
zoledronic acid solutions in a plastic-coated \gailtable to hold zoledronic acid as the active
ingredient in the United States and/or importinghsaolutions into the United States in violation
of 35 U.S.C. § 271(a).

26. There is an actual and justiciable case or contsyvdetween Novartis and
Defendant concerning the validity and infringemehthe '241 patent. Novartis is entitled to a
declaration that Defendant’s manufacture, use, séier for sale, and/or importation of its generic
Zometa drug product in a plastic-coated vial su&atm hold zoledronic acid as the active
ingredient will infringe or is infringing one or m® claims of the '241 patent and that the claims of

the 241 patent are valid and enforceable.

COUNT 1l (INFRINGEMENT OF THE '189 PATENT)

27. Each of the preceding paragraphs 1 to 26 is incated as if fully set forth herein.

-6 -
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28. Defendant’s submission of ANDA No. 090621 seekim@lbtain approval to engage
in the commercial manufacture, use, offer to sellsale of generic Zometa prior to expiration of
the '189 Patent constitutes an act of infringen@nine or more of the claims of the 189 patent
under 35 U.S.C. § 271(e)(2)(A).

29. Defendant’s submission of 505(b)(2) Application .N#D4016 seeking to obtain
approval to engage in the commercial manufactuse, affer to sell, or sale of generic Zometa
prior to expiration of the '189 Patent constitueas act of infringement of one or more of the
claims of the '189 patent under 35 U.S.C. § 272(éX).

30. Upon information and belief, upon FDA approval bkt ANDA and 505(b)(2)
Application, Defendant will indirectly infringe th&89 patent by making, using, offering to sell,
and selling its zoledronic acid solution containthgng zoledronic acid as the active ingredient in
the United States and/or importing such a solutiém the United States.

31. Specifically, Defendant is or will knowingly andtamtionally induce patients to
infringe the '189 patent in violation of 35 U.S&271(b).

32. Defendant will also contribute to infringement dfet’189 patent by others, by
knowingly offering to sell, selling, or distribuinwithin the United States or importing into the
United States generic Zometa, which has no substamin-infringing uses, in violation of 35
U.S.C. § 271(c).

33. There is an actual and justiciable case or contsyveetween Novartis and the
Defendant concerning the validity and infringemehthe '189 patent. Novartis is entitled to a
declaration that Defendant’s manufacture, use, séier for sale, and/or importation of its generic
Zometa drug product will contribute to the infrimgent of and/or actively will induce the

infringement of one or more claims of the '189 pateand that the claims of the '189 patent are
-7 -
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valid.

PRAYER FOR RELIEF

WHEREFORE, Novartis requests entry of judgment t® favor and against the
Defendant as follows:

1. Declaring that submission of ANDA No. 090621 and@®)(2) Application No.
204016 were acts of infringement of the '189 patard that Defendant’'s manufacture, use, offer
to sell, sale or importation of Defendant’'s ANDAoRuct or Defendant’s 505(b)(2) Product
prior to expiration of the 189 patent will infrieghe '189 patent;

2. Declaring that submission of 505(b)(2) Applicatiblo. 204016 was an act of
infringement of the 241 patent and that Defendamtianufacture, use, offer to sell, sale or
importation of Defendant’s 505(b)(2) Product priorexpiration of the '241 patent will infringe
the 241 patent;

3. An order permanently enjoining Defendant, its &ifés, subsidiaries, officers,
agents, servants and employees and those actpriyity or in concert with them, from making,
using, offering to sell, or selling in the Uniteth&s, or importing into the United States generic
versions of Zometa until after the latest expimatidate of the patent relating to approved
presentations, including any extensions and/or tada@il periods of exclusivity to which
Novartis is or becomes entitled; and

4, Such further and other relief as this Court deenopgr and just, including any
appropriate relief under 35 U.S.C. § 285.

DATED: August 2, 2013 s/ William J. O’'Shaughnessy
William J. O’'Shaughnessy
MCCARTER & ENGLISH LLP

Four Gateway Center
100 Mulberry Street

-8-
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CERTIFICATION PURSUANT TO L. CIV. R. 11.2

| certify that to the best of my knowledge, the r@@ain controversy is the subject of:
* Novartis Pharmaceuticals Corporation et al. v. Wockhardt USA LLC et al., Civil Action
No. 2:12-cv-03967-SDW-MCA (consolidated) filed amé& 27, 2012 in the District of

New Jersey.

* Novartis Pharmaceuticals Corporation v. Actavis LLC et al., Civil Action No. 13-cv-

1028-SDW-MCA filed on February 20, 2013 in the Didtof New Jersey.

* Novartis Pharmaceuticals Corporation v. Accord Healthcare Inc et al., Civil Action No.

13-cv-02379-SDW-MCA filed on April 12, 2013 in tiestrict of New Jersey.

Dated: August 2, 2013 Respectfully Submitted,

s/William J. O’'Shaughnessy
William J. O’Shaughnessy
MCCARTER & ENGLISH LLP
Four Gateway Center

100 Mulberry Street

Newark, NJ 07102

(973) 639-2094
woshaughnessy@mccarter.com

Attorneys for Novartis Pharmaceuticals
Corporation
OF COUNSEL:

Jane M. Love, Ph.D.
Robert Trenchard
Martin E. Gilmore
WILMER CUTLER PICKERING
HALE AND DORR LLP
7 World Trade Center
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