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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF NEW YORK

COLLAGENEX PHARMACEUTICALS, INC. and

)
THE RESEARCH FOUNDATION OF _ﬂ V 5 3 %
STATE UNIVERSITY OF NEW YORK, (ﬂ 0 4 4 2 » B
Plaintiffs, )
E TOWNES, .

¥.

: )
SRR s \ ’
POR AL Y ’Md COMPLAINT AND

LA JURY DEMAND
ITVAX CORPORATION, |

I[VAX PHARMACEUTICALS, INC, n F OPRCE

and COREPHARMA, LLC V5. DISTRICY EDN.

Decfendants. * (OCT “}‘ 004 *
~——BROOKLYNOFFICE

Plamtiffs, CollaGencx Pharmaceuticals, Inc. (“Co_llaGenex") anid the Research

Foundation of State University of New York (“The Research Foundation™), for their
Complaint against Defendants, IVAX Corporation and IVAX Pharmaccuticals, Inc.

(collectively “IVAX™), and CorcPharma, LLC (“CorePharma”), allege as follows:

THE PARTIES

1. CollaGenex is a publicly traded corporation organized under the laws of the
state of Delaware and having a principal place of business at 41 University Drive, Newtown,

Pennsylvania 18940,

2. The Research Foundation is a private, non-profit educational corporation

whose primary responsibilily is the administration of externally funded contracls and grants

for and on behalf of the State University of New York. The Research Foundation is organized
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under the laws of the State of New York and has a principal place of business at 35 State

Street, Albany, MNew York 12201-0005.

3. On information and belief, IVAX Corporation is a corporation organized under
the laws of the state of Florida, sud having a principal place of business at 4400 Biscayne

Blvd., Miami, Florida 33137,

4. On information and belief, IVAX Pharmaccuticals, Inc. is a corporation
organized under the faws of the state of Florida, and having a principal placc of business at

4400 Biscayne Blvd., Miami, Florida 33137,

5. On information and belief, IVAX Pharmaceuticals, Inc. is a wholly-owned

subsidiary of IVAX Corporation.

6. On nformation and belicf, CorePharma is a limited liability company
otganized under the laws of the state of New Jersey, and having a principal place of business

at 215 Wood Ave., Middiesex, NJ OB846.

JURISDICTION AND VENUE

7. This Courl has subject matter jurisdiction of this action pursuant to 28 U.S.C.

§1331 and 1338(a).

8. This Court is empowered to provide declaratory judgment as a remedy i this

action pursuant to 28 TL5.C, §2201 and §2202.
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9, On information and belief, IVAX and CorePharma have contacts with New

York as follows:

1) Does business in New York generally;

1) Employs and/or engages agents and/or representatives in New York to

perform scrvices on its behalf}

ii1) Has substantial sales of pharmaccutical products in New York; and

iv) Advettizes in trade journals or other written and/or printed materials in
hard copy and/or electronically directed to residents and companies in

the state of New Yok,

16.  Thus, on information and belief, IVAX and CorcPharma, either separately or
in cooperation with other companies and/or their agents, each has a presence in the state of
New York amounting to a continuous course of conduct m New York and/or has sufficient
contacts with the state of New York such that of assertion of in personam jurisdiction over
IV AX and CorePharma comports with the requirements of due process and nolions ol

fairness.

11, Venue is proper in this district pursuant to 28 U.5.C. §1391(b), §1391{c) and

§1400(b).
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COLLAGENEX PHARMACEUTICALS, INC.

12.  CollaGenex is a specialty pharmaceutical company which provides innovative
medical (herapies for targeted disease classes. CollaGenex cuirently services the dental and
dermatology markets. CollaGenex's flagship product 15 Periostat®, an oral cnzyme
suppressing-agent and bone protein-cihancing agent. Periostal™ provides the first and only
systemic pharmacentical treatment for adult periodontitis, which works by: 1) inhibiting the
enzymes which destroy periodontal support tissue(s); and 11) enhancing bonc protein

synthesis,

13, {CollaGenex is a publicly traded company which is primarily based on & core
technology originating from research conducled at the laboratorics of the State University of
New York at Stony Brook by Dr. Lorne M. Golub. Dr. Golub, et al. discovered certain
unique properties of telracycline compounds, such properties being the subject of a scries of
.8, patents (assigned to The Ressarch Foundation) which are exclusively Licensed 1o

CollaGenex.

14.  Over the vears, CollaGenex has invested over 70 million dollars in the
development of Periostat” as a Food aud Drug Administration (FDA)-approved, Ametican
Dental Association {ADA)-accepted, prescription drug for use in the irealment of adult
petiodontitis, and has actively engaged in marketing and sales of Periostat® throughout the

workd.
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15,  Periostat™ is CollaGenex's primary product, and its (i) commercial reputation,
{ii} maintenance of primary income stream, and (iii) value of the company, reside in

sustaining the premier market position of Periostat”.
PERIQSTAT"

16.  One way Periostat™ works is by reducing the activity of the enzymes which

destroy tooth and gum tissue.

17.  Periostat™ also works by enhancing bone protein synthesis, and has been
shown to reduce pocket depth and promote attachment level gain in patients suffering from

adult periodemtitis.

18  Periostat™ is available only by prescription from a dentist or periodonlist or

physician.

19.  Periostat™ is a tablct containing 20mg of doxyeyeline hyclate. This tablet is
taken (wice a day by the patient. Extensive research conducted by Dr. Golub and CollaGenex
established that this dose and dosage regimen delivers a sub-antimicrobial desage of the
active ingredient doxycyceline hyclate, which unexpectedly is both safe and effective for long
term administration to paticnts. Periostat™ differs fundamentally from other formulations of
tetracycline and ils derivatives in that it is a tetracycline compound and dosage form proven
safe for long term administration. As dermonstrated in CollaCzencx’s New Drug Application
(NDA), treatment with Periostat® does not affect the number of resident microflora of the

body and does not contribute to the developrment ol antimicrobial resistance.
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20.  On the basis of climcal trials set forth in the NDA, CollaGenex obtained FDA

approval of Periosiat® for the treatment of adult periodontitis.

PATENTS COVERING PERIOSTAT”

21. The use of the Periostat” product for the treatment of aduli periodontitis is
covercd by U.S. Patent No. 4,666,897 (Exhibit A) and Re-Issuc Patent RE 34,656 (Lixhibit B)
referred to herein collectively as the “patents in suit.” The "§97 paient expired on May 19,
2004; while the RE 34,656 patent does not cxpire until May 15, 2007, Both patents in suit are
printed on the package insert for Periostat® whereby notice under 35 U.8.C. § 287 is

provided.

22.  Both of these patents have been issued to Dr, Golub, ef al. and have been

assigned to The Research Foundation.

23, These patcints and other patents relating to Dr. Goluly’s lechnology are
exclusively licensed to CollaGenex. Under ihe license from The Rescarch Foundation,

CollaGenex has the authority to enforee the rights provided by the patents in suit.

PRIOR ENFORCEMENT OF THE PATENTS IN SUTT

24, The patenis mt suil have been successlully enforeed in three scparate actions.

All three of the actions concluded with a consent decree and injunction, ordered by the court.

25.  The first action was against Thrifty Pharmacy 111, Inc. {“Thrifty™). Inthe
conseni decree executed by Thrifty, Thrilty agrecs and the court ordered that Thrifty be

enjoined from wsing, compounding, making, manufacturing, sclling, offering to scll, or

6



Case 1:04-cv-04253-JFB-VVP Document1l Filed 10/01/04 Page 7 of 16

advertising for sale any substitute or replaccment for Periostat® not approved by the FDA. A

copy of the consent decree entered inlo by Thrifly is atlached as Exhibit C.

26, In the other two actions, CollaGenex enforced its patents against gencric drug
manufacturces and their related companies for submitting ANDAs seeking approval to market
a generic form of Perjostat™. The first aclion involving a generic drug manufacturer was
enforced against West-ward Pharmaceutical Corp., Nabil Rizk, Hal Fckard, North Point
Pharmaceutical Research #1, L.L.C., Hikma Investment, and NPH, L.L.P. {collectively
“West-ward™). Inthe conscnt judgment, West-ward admitted that both of the patents in suit
are valid and infringed by submitting and seeking approval of an abbreviated new drug
application (ANDA) under §305(j) of the Federal Food, Drug, and Cosmetic Act for a gencric
version of CollaGenex’s Periostat™. West-ward also confessed that the unanthorized {i.e.
unlicensed) marketing, sale and offer for sale of a generic form of Periostat™ would make cach
of the defendants liable 25 an inducer of infringement under 35 U.S.C. §271(b) and/or ag a
contributory infringer under 35 U.S.C. §271(c). A copy ol the consent decree entered into by

West-ward 15 altached as Exhibit D,

27 In the other action mvolving a generic drg mamafacturcr, CollaGGenex
cnforeed its patents against Mutual Pharmaceutical Company, Inc, (“Mutual™) and United
Research Laboratories, Inc. (collectively “Mutual/URL"}. 1n the consent decree concluding
the action against Mutual/URL, Mutual/TJRL admit that the patents in suit are valid, and that

the comniercial manufacture, use, sale importation and effer for salc of a generic version of

CollaGenex’s Periostat® for which Mutual submitted its ANDA would infringe both of the
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patents in suit. A copy of the consent decree enteved into by Mutnal/URL is altached as

Exhibit E,

INFRINGEMENT UNDER 35 U.8.C. § 271{c)C}}{A)

28.  The patents in suil cover the use of Periostat™ to treat patients with adult

periodontitis.

28, Specifically, the two patents cover the treatmenl of palients by use of
Periostat™ since it reduces a pathological excess of collagenolytic enzyme activity in paticnts
itt necd thercof and since it enhances bone protein symthesis in pabienis with bone defrciency

disorders, such as periodontitis.

30 On information and belief, IVAX and CorePhaimia each provide generic drugs

to the marketplace.

31, IV AX and CorcPharma have cach submitted an Abbreviated New Drug
Application (“ANDA™) under § 505()) ol the Food, Drug and Cosmetic Act (“FDCA™) fora
20 mg dosage of doxycycline for treating periodontitis, which is near approval by the FDA,
Sce Declaration of IVAXs President, Rafick Henein, at §'s 5 and 6 and Exhibit B to that
Dreclaration, attached hereto as Exhibit F. See Declaration of CorePharma’s Vice President,
Secientific Alfairs, Mukteeshwar Gande, at ¥’s 3-6, and Exhibit A attached to that Declaration,

attached hereto as Exlubnt G.

32.  Imaccordance with the FDA requirements, the package insert for the IVAX

and CorePharma products must be substantially identical io the package insert in
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CollaGenex’s Periostat™ packaging. See, 21 C.F.R. §314.94. Accordingly, the package insert
for the generic Periostat”® to be sold by IVAX and CorePharma will instruct the periodontist,
phatmacist, dentist and patient sufferng rom adult penodontitis o administer their generic
version of Periostat™ twice a day (b.i.d.) for a prolonged peried of time, as described in
CollaGenex’s package insert. A copy of CollaGenex’s package insert for Periostat™ is

attached as Exhibit H.

33. Therefere, IVAX and CorePharma have each committed an act of infringement

and continue to infringe under 35 ULS.C. § 271(e)(2)(A) which states as follows:

“§271...

el

{2) It shall be an act of infringemcent to submit

{A) an application under section 505{}) of the Federal Food, Drug,
and Cosmetic Act or described m section 505(b)(2) of such Act for
a drug ¢laimed in 4 patent or the use of which is claimed ina
patent,

if the purposc of such submission is to obtain approval under such
Act to engage in the commercial manulacture, use, or sale of a
drug or vetermary biological product clanmed in a patent or the use
of which is claimed in a patent before the expiration of such
patent.”

34, Oninformalion and belief, IVAX and CorePharma each willfully and wantonly

submitted its application under § 505()) with full knowledge of the patenis in suit and in

complete disregard of CollaGenex's and The Research Foundation's legitimate patent rights.
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35. Thus, IVAX and CorePharma have each engaged in infringing activity under

35 U.8.C. §271(c)(2)A), with full kmowledge of the patents-in-suit.

36. Inaccordance with 35 U.5.C. § 271{c)4)XA) CollaGenex and The Research
Foundation are entitled to an order {rom the Court requiring that the date of approval of the
applications under §505()) by IVAX and CorePharima be no earlier than the date of the last 1o

cxpirc of patents in suit, {e, May 15, 2007.

37. Further, in accordance with 35 U.S.C. § 271(e)}{4)(B), CollaGenex and The
Research Foundation are entitled o injunclive reliel againsi TVAX and CorePhama 1o
prevent the commercial manufacture, use, offer to sell, and sale within the United States and
importation mto the United States of 20 mg dosages of doxycyelme for the treatment of

periodontitis.

INFRINGEMENT UNDER 35 U.5.C, § 271{ly}

38, Taintilfs incorporate by reference the allegations of paragraphs 1 through 37.

39, Upon information and belief, IVAX and CorePharma have each indicated that
it intends to market and sell a generic version of Perfostat™ {20 mg dosages of doxyeyceline
hyclate for the treatment of periodontitis) upon approval of its application under § 505(j). See

% 7 of Exhibit F {IVAX) and Y 3-6 of Exhibit G {CorePharma}.

40.  Once approved by the FDA, IVAX and CorcPharma will be providing detailed
instructions and information for use ol its generic version of Periostat® by including a

package insert with their generic product. The package insert wiil describe a method of

10
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treatment of periodontitis which includes the treatments covered by the clains of the patents
in swit, and will induce the patients, dentists and periodontists to infringe the RE 34,656

patent.

41. Upon information and belicf, 1V AX and CorePharma will be conducting
marketing, advertising and otherwise promoting its 20 mg dosages of doxvyeyeline [or the
treatment of periodontitis upon approval of its ANDA by the FDA. In so doing, [IVAX and
CorcPharma will be trading on and/or invoking the marketing, good will and product claims
ol CollaGenex, established through CollaGenex’s own marketing, sales and {raining of the

profession {e.g., pertodontists).

42. The offer for sale, sale and/or marketing of a 20 mg dosage of doxyeyeline lor
the treatment of periodontitis by IVAX and CorePharma, in accordance with CollaGenex’s
marketing and labeling of Periostat™, induces others to infringe CollaGenex's and The
Research Foundation’s patent claims and renders 1VAX and CorcPharma liable as an

infringer for inducement under 35 U.S.C. §271{b}.

43, The aforementioned actions of IVAX and CorcPharma, including submitling
the application under § 505()) and markeling and offering for sale 20 mg dosages of
doxycyeline were taken willfully and wantonly in coniplete disregard of CollaGenex's and

The Research Foundation’s legitimale palent rights,

44, Consequently, CollaGenex and The Ressarch Foundation are entitled to

injunctive relief under 35 11.5.C. §283 firom the infringing activity of IVAX and CorcPharma.

11
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45. Furthermore, ColiaGenex and The Research Foundation are enlitied to
damages under 35 U.S.C. §284 resuiting from the infringing aclivities of IVAX and
CorePharma, including treble damages and attorneys fees under 35 LLS.C. §285 as the Court

may find.

INJURY

46, TVAX and CorePharina, upon FDA approval, are each poised to intreduce its
product into the commmercial marketplace which, in use, will infringe the Plaintiffs® patenis
and which will have irrevocable impact on the reputation, product and sales, and the very

viability of CollaGenex 4s a company.

47. Unless enjoined, IVAX and CorelPharma intend to and will continne a course
of conduct which will infringe the patents in suit. As a direct and proximuate result of the acts
of IVAX and CorePharma, CollaGenex will suffer irreparable harm and sustain untold loss of
revenue, reputation, and stock value. CollaGenex has no adeguate remedy at law to redress

such injuries that IVAX and CorePharma intend to causc and will cause by their conduct.

48, CollaGenex and The Research Foundation arc catitled to an injunction
restraining IVAX and CorcPharma, their officers, agents, employees, and all persons acling in
coneert with IV AX and CorePharma, from engaging in any farther acts related to the

infringement of the patents in suit; and to damages and atterney fees as set forth in the statute.

12
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PRAYER FOR RELILF
WHERLEFORE, CollaGenex and The Research Foundation pray for an order:

a, Requiring that the effeclive date of any approval by the FDA of 20 mg
daxycyeline dose applied for by IVAX and CorePharma be not carlier than the date of

expiration of the last to expire of the patents in suit; /.., not earhier than May 15, 2007;

b Imposing injunctive relief against IVAX and CorePhamma to prevent the
commercial manufacture, use, offer to scll, and sale within the United States and importation

into the United States of a 20 mg doxyeycline gencric version of Periostal™;

C. Adjudging that IVAX and CorcPharma have infringed U.S, Falent No.

© 4,666,897 and RE 34,656 inder 35 U.S.C. § 271{e)2) by cach submitting an application
under Section 505(j} of the Federal Food, Drug and Cosmetic Acl for the purpose of obtaining
approval under such Act to engage in the commercial manutacture, usc, or salc of a drug, the

use ol which is claimed in a patent belore the expiration of the patent;

d. Declaring that IVAX and CorePharma will infringe U.S. Patent RE 34,656
under 35 U.8.C. §271(b}, by introducing, upon FDA approval, the 20 mg doxycycline drug to

the markeiplace for the treatment of periodontitis;

e Deelaring that any of the acls of sales, offer for sale, and mmportation into the
United States of a 20 mg doxycycline generic version of Periostat® will infringe U.S. Patent

RE 34,656;

13
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f. Enjoining 1VAX and CorcPharma, itz officers, agents, servants, employees and
altorneys and all those persens acting in concert or participation with IV AX and CorePharma

from infringing the patents in suit;

c. Enjoining TVAX and CorePharma, its oflicers, agents, servants, cmployees and
altorneys and all those persons acting in concerl or participation with 1VAX and CorcPharma
from marketing or offering for sale generic Periostat™ in the manner prescribed on the label

aud package insert;

h. Awarding to CollaGenex and The Research Foundation any daniages incuired
by acts undertaken by IVAX and CorePharma for infringement of the patents-in-suit,

ingluding damages for lost orders and sales, corrective advertising and attomeys fees;

i Requiring 1VAX and CorePharima to take all aclions necessary to prevent

introduction of inftinging product into commerce in the United States;

1. Awarding to CollaGenex and The Research Foundalion as against IVAX and
CotePharma aggravated damages up 10 three times the amount asscssed and the cost of the

suit, including attorneys fees; and

14
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k. Such other further relief as the Court deems just.

Rogptiot anbmikited,
/ﬁww

Ronald ). BaronAR.IB-6274)
Alan M. Sack ¥AMS-8856)
HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(516) 822-3550

(516) 822-3582

Attomey for I'laintiffs
CollaGenex Pharmaceubhcals, Inc.
and

The Research Foundation of
Statc University of New York

This the 1% day of October, 2004,

135
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JURY DEMAND

CollaGenex and The Research Foundation hereby demand a irial by jury on all i18sues

triable to jury.

Rospectfully itted,

Ronald J. Baron (RIB-6274)
Alan M. Sack S-BR36)
HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
{516) 822-3530

(516) 822-3582

Altomey for Plaintiffs
CollaGenex Pharmaceuticals, Inc.
and

The Research Foundation of
State Universily of New York
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