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Plamntiffs UCB Societe Anonyme and UCB Pharma, Inc | for their complaint
against Delendanis TVAX Corporation and IVAX Pharmaceuticals, Inc |, hereby allepe as
follows.

THE PARTIES

l. Plamnn il UCB Socicte Anonyme (heremafter “UCB S A ) 1s a corporation
organized and existing under the laws of Belgium, having 1ls pnncipal place of business at Allee
de la Recherche 60, B-1070 Brussels, Belgium

2 Plaintiff UCB Pharma, Inc (hereinaficr “U'CB Pharma'™) 1s a United States
ndirect wholly-owned subsidiary of UCB S A. and a corporation incorporated under the laws of
the statc of Declaware, having 1ts principal place of business al 1950 Lake Park Drive, Smyma,
Georma 30080,

3 TCB S A and UCB Pharma are at timcs collectively referred to
heremalicr, as “L.CB”

4 TUCB holds an approved New Drug Application (“NDA™) from the Umited
States Food and Drug Administration (“FDA™) for a levetiracetam ((S)-alpha-cthyl-2-oxo-1-
pyrrolidineacetamde) formulabon which it sells under the name KEPPRA®

5 On information and behef, Defendant TVAX Corporation 1s a corporation
mcorporated under the laws of the State of Florida and having a principal place of business at
4400 Biscayne Blvd , Miamm, FL 33137,

0. On mformation and beliel, Defendant IVAX Pharmaceuticals, Inc 15 a
corporation meorporated under the laws of the State of Flondd, having s principal place of

business at 4400 Biscayne Blvd., Miam, FL 33137
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7. On mformation and behefl, Defendant TVAX Pharmacenticals, Inc has an
office at 140 Leyrand Avenue, Northvale, New Jerscy, 15 registered to do business :n New
Iersey, and transacts business and contracts to supply pharmaceutical products in New Jersey

8 On information and belicf, IVAX Pharmaccuticals, Inc 1s a wholly-owned
subsidiary of IVAX Corporation, which opcrates IVAX Pharmaceuticals, Inc and controls the
acttvines and affairs of 1V AX Pharmaceuticals, Inc

9 On mformation and behef, the acts o TVAX Pharmaccuticals, Inc
complained of herein, were done at the durcction of, with the authonzation of, and with the
cooperalion, parbicipahion, the assisiance of and at least 1n part for the benefit of, [VAX
Corporation

JURISDICTION AND YENUE

10 This action arises under the Patent laws of the United States and the Food
and Drug laws of the United Siatcs, Titles 35 and 21, United States Code  Junisdiction is based
on 28 USC &§ 1331, and 1338(a) Venue 1s proper in thus Court under 28 US C §§ 1391(b),

1391(c), and 1400(b)

11 On information and belief, IVAX Corporation and IVAX Pharmaceuticals,

Inc (heremafter collectively referred to as “1V AX™) have engaged 1n activities together relaled (o

the subject matter ol this action and are subjcet to personal junisdiction 1n thus judicial District

12.  Onor about November 18, 2004, [IVAX, putsuant to 21 US C
§355( )2} A)vi1) and () 2)(B). and for the purpose of meetng requircments allowing it to file
an abbreviated new drug apphcation (“ANDA™) as prescnbed by that statute, sent a notice of
certification to UCB S5 A at its offices in Brussels, Belglum By sendmg such notice of

certification, TV AX requnred UCB enther Lo sue TVAX for patent infringement or forfeit UCB's
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nghts under 21 US C §3550)(5)B)m) This suit1s filed in response to that notice of
certilication

13.  The filing of a Paragraph [V certification in connection with an ANDA 15
itself an act of mfringement under 35 U S C § 271(e}(2)(A) By sending the notice of this injury
to UCB S A at 1ts Belgum offices, IVAX directly precipitated this surt

14 TVAX does business and sells 1is products in this District as well as
throughout the Umited States  In particnlar, IVAX markets and sclls 1ts generic pharmaceuticals
m this Disinet, and, on nformation and behef, would hkewise market and scll the gencric
products covered by the ANDA described 1n paragraph 13 in this Distnict

CLAIM FOR RELIEY: 639 PATENT

[5.  UCB rcallepes parapraphs 1-14 above, as 1f set forth specifically here

16 UCB Pharma filed NDA No. 021-035 by which the United States Food
and Drug Admimstranion first granted approval for a 250 mg, 500 mg and 750 mg tablet,
including the active ingredient levetiracetam, or (S)-alpha-ethyl-2-0x0-1-pvrrolidimeacetamide
Thes= tablets, described in UCB Pharma’s NDA are prescnbed and sold in the United States
undor the tradename KEPPRA®

17 Unted States Patent No. 4,943,639 (“the *639 patent,” copy attached as
Fxhabit “A"), eniitled “(S)-alpha-ethyl-2-ox0-1-pymrolidineacelarmde” was 1ssued on July 24,
1990 to UCB § A upon assignment from the inventors Jean Gobert, Jean-Picrre Geerts, and Guy
Bodson The '639 patent clauns, inter ahia, “(S)-alpha-ethyl-2-0x0-1-pyrrolhdineacetamide”, the

active substance of KEPPRA™.
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18 LUCB S A has been and sull 1s the owner of the entire right, title and
wnterest 1n the “639 patent and possesses the exclusive right to sue tor inlringement of the "639
palent

19.  The portion of the *639 patent subsequent to Junc 6, 2006 was disclaimed
However, the "639 patent recerved a Patert 1erm bkxtension under 35 U S C § 156 extending 1ts
term lor a period of 1,157 days from June 6, 2006 At present, unless somc additional extension
15 granled, the '639 paient will expue on August 6, 2009

20. By notce 1eferred to in paragraph 12, IVAX notified UCB § A that 1t had
submiited an ANDA, and has i connection with that ANDA, filed a certification with respect to
the 639 patent under Section 5050 W 2)A)vit)IV) of the Federal Food, Drug, and Cosmetic Act
(21 USC § 355 OM2)(Avu)IV)), seekang upproval by the FDA 10 munufacture, use, and scll
IVAX’s proposed product, 250, 500 and 750 mg levetiracctam tablets, as a generic version of the
KFPPRA® product Plainuff UCB S A recewved the Notice of the Certification on November
22, 2004, and Plainuf{ UCB Pharma has not vet received the Notice of Certification from IVAX

21.  IVAX seeks approval of 1ts ANDA pnor lo the expiration of the "639
patent

22, IVAX alleged m the Notice of Certificatson that claim 2 of the *639 patent
15 not infninged by its proposed TVAX levetiracetam products, but TVAX did not allege in the
Notice of Certification that claim 1 of the "639 patent 1s not infringed by its proposed IVAX
levetiracelam products

23, TVAX alleged in the Nouce of Certification that the *639 patent 1s not

valid
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24, TVAX has infinged the '639 patent under 35 U S C § 271{c)(2)(A) by
filing an ANDA and seeking approval by the FDDA to engage mn the commercial manufacture. use
or sale of a drug clarmed n the *639 patent belore expiration of the *639 patent

25 ‘L he proposed IVAX levetiracetam products wall, 1f approved and
marketed, (nfringe the "639 patent,

26 Oninformation and belict, IVAX 1s awarc that the proposed IVAX
levetracetam products, if approved. will be made, used and/or sold 1n conlravenbon of UCB’s
rights under the "639 patent

27  UCB 1s entitled to full 1ehef provided by 35 U S C § 271(e)(4), mcluhng
an order of this Court that the cffzctive date of the approval of IVAX's ANDA be a date that 1s
not carlicr than 1,157 days from the onginal expiration date for the '639 patent (currently August
6, 2009), or any other expiration of exclusivity to which UCB is or becomes entitled

28  IVAX was awarc of the cxistenee of the *639 patent and, upon information
and belref, was aware that the filing of its ANDA and certification with respect to the '639 patent
conshtuted an aet of infrimgement of that patent

29, TVAX’sstateruent of the faclual and legal bases for 1ts opimon regarding
the vahdity of the 639 patent 1s devoid of an objective good faith basis in either the facts or the
law

30. TVAX’sinfringement of the *639 patent 15 wallful

31.  This case1s an exceptional one, and UCI3 1s entitled to an award of its

reasonable atlomey’s fees under 35U S C § 285

PRAYER FOR RELIEF

1. WHFREFORE, Plamntiffs respectfully request the following rehef.

-6 -
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(2) A judgment declaring that the cffcetive date of any approval of
TVAX s ANDA under Section 505()) of the Federal Food, Drug, and Cosmetic Act (21 L.SC. §
355(1)) for IVAX’s proposed loveuracetam products must be no eatlier than 1,157 days from the
expiration date of the patent in suit (currently August 6, 2009),

(b) A judgment declanng that the '639 patent remams valid,
enforceable, and has been infringed by Defendants IVAX Corporation and IVAX
Pharmaceuncals, Tnc ,

(c) A permanent 1njunchon agamst any infingement of the 639
patent by Defendants IVAX Corporation and IVAX Pharmaceuticals, Tne , their officers, agents,
attorneys, and employecs, and thosc acting in privity or concert with them,

(d)  Judgment be entered that Defendants’ rnfrngement of the *639
patent was and is willful. and PlamifTs are entitled 10 thetr reasonable attorncys’ fces pursuant to
35 U8 C ¢ 285,

()  To the extent Defendants have commntted any acts with respect to
the subject matter claimed 1n the "639 patent, other than those acts expressly exempted by 35
USC §271(c)(1). Plantitfs be awarded damages for such acts, which this Court should treble

pursuant o 35 US C § 284,

(f)  Costs and cxpenses 1n this action, and
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()  Such other relief as this Court may deem proper
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Thomas R Curtin (TC 9745)
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