
UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 

) 

aaiPHARMA INC., 02 cv 
Plaintiff, ) 

) 
V. ) 

) 
KREMERS URBAN DEVELOPMENT CO.; ) 
SCHWARZ PHARMA, INC.; and ) 
SCHWARZPHARMAAG ) 

) 
Defendants. ) _____________________________) 

COMPLAINT 
' ,,-, 

9628 

aaiPharma Inc. ("aaiPharma"), by and through its attorneys, brin~t\ this action for 

patent infringement, for declaratory judgment of patent infringement, and for damages 

and other relief against Kremers Urban Development Co. ("Kudco"), Schwarz Pharma, 

Inc. and Schwarz Pharma AG (collectively "Defendants"). 

PARTIES 

1. aaiPharma is a corporation organized under the laws of the State of 

Delaware and has its principal place of business in New Hanover County, North 

Carolina. aaiPharma is the owner by assignment of U.S. Patent No. 6,268,385. 

2. On information and belief, Kudco, a wholly owned subsidiary of Schwarz 

Pharma, Inc., is a Wisconsin corporation with its principal place of business at 6140 

Executive Drive, Mequon, Wisconsin. On information and belief, Schwarz Pharma, Inc. 

is a Delaware corporation with its principal place of business at 6140 Executive Drive, 

Mequon, Wisconsin, and is the U.S. affiliate of Schwarz Pharma AG. On information 
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and belief, Schwarz Pharma AG is a corporation organized under the laws of Germany 

with its principal place of business at Alfred-Nobel-Str. 10,40789 Monheim, Germany. 

3. On November 1, 2002, Kudco received final FDA approval to sell its 

generic omeprazole product. On information and belief, Defendants will begin selling 

Kudco's generic omeprazole product in this country in early to mid December 2002. 

4. In a related litigation pending in this Court and captioned Astra Aktiebolag 

et al. v. Kremers Urban Development Co et al., 99 Civ. 8928 (BSJ), sub. nom., In re 

Omeprazole Patent Litigation, M-21-81, MDL. Docket No. 1291, Defendants' 

omeprazole product was held not to infringe the omeprazole patents owned by the 

plaintiffs in that litigation. 

5. On information and belief, Defendants will distribute and sell their 

infringing omeprazole products within this judicial district and will derive substantial 

revenues therefrom, thereby causing injury and harm to aaiPharma. 

JURISDICTION AND VENUE 

6. aaiPharma brings this action under the Patent Laws of the United States, 

Title 35 of the United States Code. 

7. This Court has jurisdiction pursuant to 28 U.S.C. §§ 1331, 1338(a), and 

2201 for patent infringement under 35 U.S.C. §§ 271 (a), (b) and/or (g). An actual case 

and controversy exists between aaiPharma, on the one hand, and Defendants, on the other 

hand, concerning the matters alleged herein. 

8. Venue is proper in this District under 28 U.S.C. §§ 1391(b) and (d). 
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BACKGROUND 

9. The United States Patent and Trademark Office duly and legally issued 

U.S. Patent No. 6,268,385 ("'385 patent") on July 31, 2001. See '385 patent attached as 

Exhibit A. aaiPharma is the owner of all right, title and interest in the '385 patent. 

10. The '385 patent is directed to pharmaceutical formulations for 

omeprazole, methods of treating gastric acid related diseases with such formulations and 

methods for manufacturing those formulations. The '385 patent relates generally to the 

solid state ratio of 6-methoxy-2-{ [(4-methoxy-3,5-dimethyl-2-pyridinyl)-

methyl]sulfinyl}-1H-benzimidazole (the "6-methoxy isomer") to 5-methoxy-2-{[(4-

methoxy-3,5-dimethyl-2-pyridinyl)-methyl]sulfinyl} -1H-benzimidazole (the "5-methoxy 

isomer") in drug product as compared to the active pharmaceutical ingredient ("API"). 

11. On information and belief, Defendants utilize a dry blending process 

during the manufacture of their omeprazole product in which omeprazole is mixed with 

other excipients. 

12. On information and belief, Defendants' dry blending process essentially 

maintains the ratio of the 6-methoxy isomer to 5-methoxy isomer in Defendants' 

omeprazole API in the resulting omeprazole composition. 

13. On information and belief, Defendants' process results in a pharmaceutical 

formulation with omeprazole as an active ingredient wherein the ratio of the 6-methoxy 

isomer to the 5-methoxy isomer in the omeprazole of pharmaceutical formulation is 

essentially the same as in Defendants' omeprazole API used in preparing the 

pharmaceutical formulation. 
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COUNT I 
(Infringement of the '385 Patent) 

14. aaiPhanna repeats and reavers the allegations of paragraphs 1-13 as if 

fully set forth herein. 

15. Upon information and belief, Defendants have infringed and will continue 

in the future to infringe one or more of the claims of the '385 patent. On information and 

belief, Defendants infringing acts have been and will be carried out in knowing and 

willful disregard of aaiPhanna' s patent rights. 

16. aaiPhanna has been and will be injured by Defendants' activities, 

including the imminent launch of their infringing omeprazole product by an amount no 

less than a reasonable royalty. aaiPhanna will be irreparably harmed unless Defendants' 

infringing activities are enjoined. 

COUNT II 
(Declaratory Judgment of Infringement of the '385 Patent) 

17. aaiPhanna repeats and reavers the allegations of paragraphs 1-16 as if 

fully set forth herein. 

18. Upon information and belief, Defendants will infringe one or more of the 

claims of the '385 patent at least as soon as Defendants begin to sell their omeprazole 

product in this country. On information and belief, Defendants will begin selling their 

infringing omeprazole product in this country imminently. On information and belief, 
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Defendants infringing acts have been and will be carried out in knowing and willful 

disregard of aaiPharma's patent rights. 

19. aaiPharma will be injured and irreparably harmed by Defendants' 

activities, including the imminent launch of their infringing omeprazole product, and 

therefore seek a declaration that aaiPharma's '385 patent is valid, enforceable and 

infringed by Defendants. 

PRAYER FOR RELIEF 

WHEREFORE, aaiPharma seeks judgment as follows: 

(A) That Defendants have infringed aaiPharma's valid and enforceable 

'385 patent; 

(B) That aaiPharma's '385 patent be declared valid, enforceable and 

infringed by the Defendants; 

(C) That Defendants be permanently enjoined from continuing to 

infringe aaiPharma's '385 patent; 

(D) That aaiPharma be awarded damages, trebled, in an amount no less 

than a reasonable royalty to compensate it for Defendants' 

infringement; 

(E) That aaiPharma be awarded its attorneys fees and cost incurred in 

this action; and 
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(F) Such other and further relief as this Court may deem just and 

Of Counsel: 

Paul H. Berghoff 
James C. Gumina 
EmilyMiao 
Stephen H. Docter 

appropriate. 

Re&pectfully submitted, 

Jon than L. Greenblatt (JG 9455) 
ather Lamberg Kafele 

Shearman & Sterling 
599 Lexington Avenue 
New York, New York 10022-6069 

801 Pennsylvania Avenue, N.W. 
Washington, D.C. 20004-2604 
202-508-8070 
Counsel for Defendant, aaiPharma Inc. 

McDonnell Boehnen Hulbert & Berghoff 
300 South Wacker Drive 
Chicago, lllinois 60606 
312-913-0001 

6 

Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 6 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 7 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 8 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 9 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 10 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 11 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 12 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 13 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 14 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 15 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 16 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 17 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 18 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 19 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 20 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 21 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 22 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 23 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 24 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 25 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 26 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 27 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 28 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 29 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 30 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 31 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 32 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 33 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 34 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 35 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 36 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 37 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 38 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 39 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 40 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 41 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 42 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 43 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 44 of 45



Case 1:02-cv-09628-DLC-RLE   Document 1   Filed 12/03/02   Page 45 of 45




