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UNITED STATES DISTRICT COURT 

DISTRICT OF NEW JERSEY 
 
 

OTSUKA PHARMACEUTICAL CO., LTD. 
 

Plaintiff, 
v. 

                                                                                    
BOARD OF REGENTS OF THE UNIVERSITY 
OF TEXAS SYSTEM AND UNIVERSITY OF 
HOUSTON  
 

Involuntary Plaintiffs, 
v. 

 
SANDOZ, INC. 
 

Defendant. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

 
 
 
 
 
 
 
Civil Action No.  
 
 

 

COMPLAINT FOR PATENT INFRINGEMENT 

Plaintiff Otsuka Pharmaceutical Co., Ltd. (“Otsuka”), along with Involuntary Plaintiffs 

Board of Regents of the University of Texas System (“University of Texas”) and University of 

Houston, by way of Complaint against Defendant Sandoz, Inc. (“Sandoz”), alleges as follows: 

THE PARTIES 

1. Otsuka is a corporation organized and existing under the laws of Japan with its 

corporate headquarters at 2-9 Kanda Tsukasa-machi, Chiyoda-ku, Tokyo, 101-8535, Japan.  
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Otsuka is engaged in the research, development, manufacture and sale of pharmaceutical 

products. 

2. Upon information and belief, University of Texas, joined as an Involuntary 

Plaintiff, is an agency of the State of Texas, whose address is 201 West 7th Street, Austin, Texas 

78701.  

3. Upon information and belief, University of Houston, joined as an Involuntary 

Plaintiff, is an agency of the State of Texas, whose address is University Park, 4800 Calhoun, 

Houston, Texas 77004. 

4. Upon information and belief, Sandoz is a corporation organized under the laws of 

the State of Colorado and its principal place of business is located at 506 Carnegie Center, 

Princeton, NJ 08540-6543. 

NATURE OF THE ACTION 

5. This is an action for infringement of United States Patents Nos. 5,430,057 (“the 

’057 patent”) and 5,559,148 (“the ’148 patent”), arising under the United States patent laws, 

Title 35, United States Code, §100 et seq., including 35 U.S.C. §§ 271 and 281.  This action 

relates to Sandoz’s filing of an Abbreviated New Drug Application (“ANDA”) under Section 

505(j) of the Federal Food, Drug and Cosmetic Act (“the Act”), 21 U.S.C. § 355(j), seeking U.S. 

Food and Drug Administration (“FDA”) approval to market a generic pharmaceutical product 

(“Sandoz’s generic product”). 

JURISDICTION AND VENUE 

6. This Court has subject matter jurisdiction under 28 U.S.C. §§ 1331 and 1338(a). 

7. Upon information and belief, this Court has jurisdiction over Sandoz.  Upon 

information and belief, Sandoz has its principal place of business in New Jersey and conducts 

business within New Jersey.  Upon information and belief, Sandoz directly, or indirectly, 
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develops, manufactures, markets and sells generic drugs throughout the United States and in 

New Jersey.  Upon information and belief, Sandoz purposefully has conducted and continues to 

conduct business in New Jersey, and New Jersey is a likely destination of Sandoz’s generic 

product. 

8. Upon information and belief, venue is proper in this judicial district under 28 

U.S.C. §§ 1391(c) and 1400(b). 

FIRST COUNT FOR PATENT INFRINGEMENT 

9. The U.S. Patent and Trademark Office (“PTO”) issued the ’057 patent on July 4, 

1995, entitled “Parenteral Busulfan for Treatment of Malignant Disease.”  A copy of the ’057 

patent is attached as Exhibit A. 

10.  The PTO issued the ’148 patent, a continuation of the ’057 patent, on September 

24, 1996.  A copy of the ’148 patent is attached as Exhibit B. 

11. The ’057 patent and ’148 patent are assigned to University of Texas.  University 

of Texas is a co-owner of the ’057 patent and ’148 patent as recorded by the PTO at Reel 

006818, Frame 0560.  

12. The ’057 patent and ’148 patent are also assigned to University of Houston.  

University of Houston is a co-owner of the ’057 patent and ’148 patent as recorded by the PTO 

at Reel 006818, Frame 0562 and Reel 006816, Frame 0090. 

13. Otsuka is an exclusive licensee of the ’057 patent and ’148 patent owned by 

University of Texas and University of Houston.   

14. Prior to filing this action, Otsuka asked University of Texas and University of 

Houston to voluntarily join this action.  University of Texas and University of Houston did not 

accept this request.  Accordingly, pursuant to Fed. R. Civ. P. 19, University of Texas and 
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University of Houston, as the owner of the ’057 patent and ’148 patent, are appropriately joined 

as Involuntary Plaintiffs in this action. 

15. The ’057 patent claims, inter alia, a formulation for intravascular administration 

of busulfan.   

16. The ’148 patent claims, inter alia, a formulation for parenteral administration of 

busulfan. 

17. Otsuka is the holder of New Drug Application (“NDA’’) No. 020954 for 

Busulfex®, which the FDA approved on February 4, 1999.   

18. Otsuka lists the ’057 patent and ’148 patent in Approved Drug Products with 

Therapeutic Equivalence Evaluations (“the Orange Book”) for NDA No. 020954. 

19. A pediatric exclusivity is also listed in the Orange Book for the ’057 patent and 

’148 patent for NDA No. 020954.  The pediatric exclusivity expires on March 30, 2014 for both 

the ’057 patent and ’148 patent. 

20. Otsuka manufactures and sells a busulfan injection at 6 mg/ml in the United 

States under the trademark Busulfex®. 

21. Upon information and belief, Sandoz filed with the FDA ANDA No. 205106, 

under Section 505(j) of the Act (21 U.S.C. § 355(j)). 

22. Upon information and belief, Sandoz’s ANDA No. 205106 seeks FDA approval 

to sell in the United States Busulfan Injection, 6 mg/ml, i.e., Sandoz’s generic product. 

23. On September 9, 2013, Otsuka received a letter from Sandoz dated September 6, 

2013, purporting to be a Notice of Certification for Sandoz’s ANDA No. 205106 under 21 

U.S.C. § 355(j)(2)(B) (Sections 505(j)(2)(B) of the Act) and 21 C.F.R. § 314.95. 
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24. Upon information and belief, Sandoz’s generic product will, if approved and 

marketed, infringe at least one claim of the ’057 patent and at least one claim of the ’148 patent. 

25. Under 35 U.S.C. § 271(e)(2)(A), Sandoz has infringed at least one claim of the 

’057 patent and at least one claim of the ’148 patent by submitting, or causing to be submitted to 

the FDA, ANDA No. 205106 seeking approval for the commercial marketing of Sandoz’s 

generic product before the expiration date of the ’057 patent and the ’148 patent. 

WHEREFORE, Plaintiff Otsuka respectfully requests that the Court enter judgment in 

its favor and against Defendant Sandoz on the patent infringement claims set forth above and 

respectfully requests that this Court: 

1) enter judgment that, under 35 U.S.C. § 271(e)(2)(A), Sandoz has infringed at least 

one claim of the ’057 patent and at least one claim of the ’148 patent by submitting 

ANDA No. 205106 to the FDA to obtain approval for the commercial manufacture, 

use, import, offer for sale and/or sale in the United States of Sandoz’s generic 

product before expiration of the ’057 patent and the ’148 patent; 

2) order that the effective date of any approval by the FDA of Sandoz’s generic 

product be a date that is not earlier than the expiration of the ’057 patent and the 

’148 patent as extended by pediatric exclusivity, or such later date as the Court may 

determine; 

3) enjoin Sandoz from the commercial manufacture, use, import, offer for sale and/or 

sale of Sandoz’s generic product until the expiration of the ’057 patent and the ’148 

patent as extended by pediatric exclusivity, or such later date as the Court may 

determine; 
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4) enjoin Sandoz and all persons acting in concert with Sandoz, from seeking, 

obtaining, or maintaining approval of Sandoz’s ANDA No. 205106 until expiration 

of the ’057 patent and the ’148 patent as extended by pediatric exclusivity, or such 

later date as the Court may determine; 

5) declare this to be an exceptional case under 35 U.S.C. §§ 285 and 271(e)(4) and 

award Otsuka costs, expenses and disbursements in this action, including 

reasonable attorney fees; and 

6) award Otsuka such further and additional relief as this Court deems just and proper. 

 

 

Dated: September 27, 2013    Respectfully submitted, 

PEPPER HAMILTON, LLP 
Attorneys for Plaintiff Otsuka Pharmaceutical Co, 
Ltd. 

 

s/ John F. Brenner                   
By:  John F. Brenner, Esq.  
A Member of the Firm 

 
 
Of Counsel: 
James B. Monroe 
FINNEGAN, HENDERSON, 
FARABOW, GARRETT & DUNNER, L.L.P. 
901 New York Ave., N.W. 
Washington, D.C. 20001-4413 
Tel.: (202) 408-4000 
Fax: (202) 408-4400 
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