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Plaintiffs LCB Societe Anovvme and UCB Pharma, Ittc,for their complaint

dì,Td1T1ti1 Defendant,; WAX Corporation and WAX Phannaceuticals, Inc., herebv allege as

follo N&s .

THE PARTIES

1, F lamti fl UCH Socictc Anonymc (hereinafter "UCB S A ") is a corporation

organved and existing under the laws of Belgium, having its pnncipal place of business at A116e

de la Recherche 60, 8-1070 RxuKSelb, Belgium

2 PlaintiffUCB Pharnia, Inc (hereinafter "L'CB Yharina") is a United States

indirect wholly-aw-ned subsidiary of U CB S A, and a corporation incorrotated under the laws of

the stetc of Delaware, having its pnncipal place of business al 1950 Lake Park Drive, Smyrna,

Georgia 30080 .

3 UCB S A and LTC'B Pharma are at times collectively referred t o

hereinafter, as "U'(-B"

4 LCFB holds an approved New Drug Application ("NDA") from the United

States Food and Dnig Administration ("FDA') for a levehracekam ((S)-a]pha-ethyl-Z-oxo-1-

pyTrolidineacetamide) formulation which it sells under the name KEYl'kA~

5 On information and belie f, Defendant TVAX Corporation is a corporation

inc,nrporated under the laws of the State of Florida and having a principal PlILC of business at

4400 F3iscayne Blvd, Miami . FL 33137 .

G . On information arid belief, Defendant WAX Pharmaceuticals, Inc is a

c,carpuration incorporated under the laws o f the State of Florida, having i l -; pnncipal place of

business at 4400 Biscayne Blvd ., Mami, FL 33 137
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7. On information and belief, Defendant TVAX Pharmaceuticals, Inc has an

of(iGe at ] 40 Lesvranci Avenue, Northvale, New Jcrscy, is rcgistcrcd to do business :n New-

fcrsc}', and transacts business and contracts to supply pharmaceutical products in New Jersey

8 On iriI òrmation and belief, IVAX Pharrnacc iticals, inc is a wholly-owned

subsidiary of WAX Corporation, which operates WAX Pharmaceuticals, tnc and conl :olsthe

activities and affairs of iv AX Pharmaceuticals, Inc

9 On iiifarrnatton and belief, the ac:Eq aI'TVAX Pharmaceuticals, Inc

complained of herein, were done at the direction of, with the authorization of, end with the

Cooperation, participation, the assistance of and at least in part for the bcncfit of, WAX

Corporation

JURISDIC110N AND VENUE

10 This action arises under the Patent laws of the United Stales and the Food

and Drug laws of the United States, Titles 35 and 21, United States Code Jurisdiction is based

on 28 U S C §§1331, and 133R(a) Venue is proper in this Court uncler?S L ; S C §§1391(b),

1391(c), and 1400(b)

1 1 On information and be lief, WAX Corporation and IVAX Pharmaceuticals ,

Inc (hcreinaftcr collectively referred to as "IV"') have engaged in activities together related to

the 5uhject matter ofthis action and are subject to personal jurisdiction in this judicial District

12. On or about November 18, 2004, IVAX, puisu .anl to 21 U S t;

§3550)(2)(A)(vii) and 0)(2)(B) . and For the purpose of meeting requirements allowing it to file

an abbreviated new drug application ("r1I~'1)A' ) as prescribed by that stdtuie, sent a notice of

certification to GCB S A at its offices in Brussels, Belgium !3y sending such notice of

c,eritfic,itiun, TV AX required LJCB either to sue T4'AX for patent infringement or forfeit UCB'S
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n gghls under ? I L- S C §3550}(5)(R)(nn) This suit is filed ,n re,;pansc to that notice of

ccrti I icatian

13 . The filing of a Paragraph TV certification in connection vs•ith an AN-DA is

itself an act of uifnngement under 35 LT S C § 271(e)(2)(A) By sending the notice of this injury

to UCB S A at its Belgium offices, lVAX directly precipitated this suit

14 IVAX does business and sells its products in this District as well as

throughout the United States in particular, WAX markets and sells its generic pharmaceuticdls

in this Dititnc;i, and, on information cind belief, would likewise market and sell the gencric

products capered by the AtiDA described in paragraph 13 in this District

CLAIM FOR RELIEF: '639 PATENT

15 . UCB rcallcgcs paragraphs 1-14 above, as if set forth specifically here

16 UCB Pharma filed N llA No , 021-035 by which the United SWe% Food

and Drug Administration first granted approval for a 250 mg, 500 mg and 750 mg tablet,

including the active ingredient lcvctiracctam, or (5)-alpha-ethyl-2-oxo-l-pyrrolidmeacetiamade

These tablets, described in L: C73 Pharma's NDA are prescribed and sold in the United States

under the tradename K EPPRA°`

17 United States Patent No . 4,943,639 ("the '639 patent," copy attached as

Exhibit "4"), entitled "(S)-alpha-ethyl-2-axa-l-pvrroLdtneat:elamide" was issued on July 24,

1990 to ['CB S A upon as%ignment From the inventors Jean Crobcrt, Jean-Pierre Geerts, and Guy

Bodson The 'b39 palent claims, inter alga, "(S)-alpha-ethyl-2-ox o-l -F3zrolidmeacctarnidc", the

active substance of K EPFRA'~ ' .
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19 U CB S A has been and still is the owner of the entire right, title and

interest in the '639 patent and possesses the exclusive right to sue Ear infringement of the '639

patent

19. The portion o {the '639 patent subsequent to June 6, 2006 was disclaimed

However, the '639 patent received a Patent 1 errai extension under 35 U S C § 156 extending its

term for a period a1` 1,157 days from June 6, 2006 At prescn t, un less sonic additional extension

is granted, the '639 patent wilt expue on August 6, 21009

20. By notice referred to in paragraph 12, IVAh notified UCB S A that it had

submitted do ,gNI7A, and has m connection with that AIVDA, filed a c .ertificat.ion with respect to

the '639 patent under Section SUS0}(2)(A)(vii)(IV) ofthc Federal Food, Drug, and Cosinetic Act

(21 U S C § y55 0)(2)(A)(tiii)(IV)), seeing approval by the FDA to manufacture, use, and sell

1V:A-?C's proposed product, 250, 500 and 750 mg lcvctiracctam tablets, as a generic version of the

KFPPRA-c' product Plaintiff LTCB S A received the Notice of the Certification on November

22, 2004, and Plaintifi`[JCB Pharma has got vet received the Notice of Certification from IVAX

21 . WAX seeks approval of its ANTDA prior to the expiration of the '639

patent

22 . IVAX alleged in the Notice of Certification that claim 2 of the '639 patent

is riot in f'nnged by Its proposed WAX levetiracetam products, but WAX did not allege in the

Notice of Certification that claim 1 of the '639 patent is not infringed by its proposed IVAX

le%etiracetam prc~ciu.c-i5

23 . WAX alleged in the Notice of Certification that the '6 3 ) 9 patent is not

-'alici
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24. NAX his infringed the '639 patent under 35 [J S C §271(c)(2){A} by

filing an ANDA and seeking approval by the FDA to engage in the commercial manufacture . use

or sa le n i ' a drug claimed i n the '639 paten t helbre expiration of-the '639 patent

25 `l he proposed WAX 4evenracetain products will, if approved i and

rnarkctcd, infringe the '639 patent .

26 on infomiation and belief, IVAX is aware that the proposed IVAX

levet Iracetdm products, if approved, will be made, used dnci/vr sold in eanlydvenbon of LJCB'a

rights under the '639 patent

27 UCB is entitled to full ielief provided by 35 U S C § ?71(e)(4), mCludmg

an order of this Court that the effective date of the approval of IVAX's ANDA be a date that is

not earlier than 11,157 days from the original expiration date for the 'b39 pattrit (currently August

6, 2009), pr d11~ other expiration of exclusivity to which UCB is or becomes entitled

28 IVAX was aware of the existence of the '639 patent arid, upon information

and belief, w~u aware that the filing of its ANDA and certification with respect to the '639 patent

constituted an act (if infnngemenl of that patent

29 . WAX's b-Weniuil of the factual and legal bases for its opinion Te 0gardirig

the, validity of the '639 patent is devoid of an objective good faith basis in either the facts or the

law

30. TVAX's inffingement of the '639 patent isvvillful

31 . This case is an exceptional one, and UCB is entitled to an award of its

reasonable attorney's fees under 35 U S C § 285

PRAYER FOR RELIEF

1 _ WfiFREFQRE, Plaintiffs respectfully request the following relief .
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(a) A judgment declaring that the effective date of airy approval of

T4'AX'h ANDA under Section 505(j) of the Federal Food, Drug, and Cosmetic Act (21 US C. §

3550)) for ZVAX's proposed icvetiiacetacn products must be no earlier than 1,157 days from, the

expiration date of the patent in suit (currently August 6, 2009),

(b) Ajudgmen# declaring that the'639 patent r=ains valid,

enforceable, and has been infringed by Defendants IV :4X Corporation and WAX

PharniaceUbcals, Inc ,

(c) A permanent injunctiorr against any infruigernent of the '639

patent by Defendants WAX Corpordtion and WAX Pharmaceuticals, Inc , their officers, agents,

attorneys, and employees, and thosc acting in privity or concert with theirs,

(d) Judgment be entered that Defendants' infnngement of the '639

patent was and k willliil, and Plainii ffs are entitled to their reasonable attorneys' fees pursuant to

35 l: S C § 28 3 ,

(e) To the extent Defe-idani5 have committed any acts with respect to

the subject matter clamed in the '639 patent, other than those acts expressly exempted b y 35

L' S C § 271(c)(1). Plaintiffs be awarded damages for such acts, which this Court should treble

pursuant to 3 5 U S C § 2$4,

(t) Costs and expenses in this action, and
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2001

OF CULINSLL

FTTZPATRICK, CELLA
HARPER & S(:1NT0

30 Etackcl`cller Pia/a
New York, New York 1 0112
(212) 218-2100

-8-

Dated January

Robert L Baechtold
Bruce C Haas
Scott K. Reed
Steven G. Kline

Such other relief as this Court may deem proper

omas R C'urtm (TC' 9745) T
GRAHAM, CURTIN & SHFRTi7AN
A Professional Association
4 Headquarters Plaza
I' 0 Box 1991
Morcistoun, N1 07962-1991
(973) 292-1'00

Attorneys for Plain tiffs
UCB Societe Anonyme and
UCS Pharma, Inc
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