
 

 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

 
ASTELLAS US LLC, ASTELLAS PHARMA 
US, INC., and ITEM DEVELOPMENT AB, 
 
   Plaintiffs,  
 
  v. 
 
FRESENIUS KABI USA, LLC, 
 
   Defendant. 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

 
 
 
 
 
C.A. No. ______________________ 

 
COMPLAINT FOR PATENT INFRINGEMENT 

 Plaintiffs, Astellas US LLC, Astellas Pharma US, Inc., and Item Development AB 

(hereinafter collectively “Plaintiffs”), bring this action for patent infringement against Fresenius 

Kabi USA, LLC (f/k/a APP Pharmaceuticals, LLC) (hereinafter “Fresenius”).  This action 

concerns a patent relating to the use of adenosine, a prescription drug, as an adjunct to thallium-

201 myocardial perfusion scintigraphy, used in the diagnosis of coronary artery disease in 

patients unable to exercise adequately.      

JURISDICTION AND PARTIES 

1. Plaintiff Astellas US LLC (hereinafter “Astellas US”) is a limited liability 

company organized under the laws of Delaware having an office and principal place of business 

at 1 Astellas Way, Northbrook, IL 60062. 

2. Plaintiff Astellas Pharma US, Inc. (hereinafter “Astellas Pharma”) is a 

corporation organized under the laws of Delaware having an office and principal place of 

business at 1 Astellas Way, Northbrook, IL 60062. 

3. Astellas US and Astellas Pharma (collectively hereinafter “Astellas”) are 

engaged in the business of sale of pharmaceutical products throughout the United States. 
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4. Plaintiff Item Development AB (hereinafter “Item”) is a Swedish 

corporation having an office and principal place of business at Svanholmsvagen 2A, Stocksund, 

18207, Sweden. 

5. Upon information and belief, Defendant Fresenius is a limited liability 

company organized and existing under the laws of Delaware having offices and a principal place 

of business at 1501 East Woodfield Road., Suite 300 East, Schaumburg, IL 60173.  On 

information and belief, Fresenius is in the business of, among other things, manufacturing, 

marketing, and selling generic pharmaceutical products for distribution throughout the United 

States, including the State of Delaware.  Upon information and belief, Fresenius was formerly 

known as APP Pharmaceuticals, LLC.  This corporate name change was made effective on 

August 1, 2012.   

6. Fresenius is subject to personal jurisdiction in this Court because, among 

other things, it is a Delaware limited liability company.    

7. This action for patent infringement arises under the United States Patent 

Laws, Title 35, United States Code, including 35 U.S.C. § 271 and §§ 281-285.  Subject matter 

jurisdiction is proper under 28 U.S.C. §§ 1331, 1338(a), 2201, and 2202.   Venue is proper in this 

judicial district under 28 U.S.C. §§ 1391(b) and (c), and § 1400(b). 

BACKGROUND 

8.  On March 24, 1998, the United States Patent and Trademark Office duly and 

legally issued United States Patent No. 5,731,296 (“the ’296 patent”) to Item for SELECTIVE 

VASODILATION BY CONTINUOUS ADENOSINE INFUSION.  A copy of the ’296 patent is 

attached hereto as Exhibit A. 
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9. Astellas is the exclusive licensee, with right to bring suit, of certain rights 

in the ’296 patent and, pursuant to those rights, sells Adenoscan®, an adenosine-based product 

approved by the United States Food and Drug Administration (“FDA”) for use as an adjunct to 

thallium-201 myocardial perfusion scintigraphy in patients unable to exercise adequately. 

10. The use of Adenoscan® in accordance with its FDA-approved labeling is 

covered by one or more of the claims of the ’296 patent. 

11. Upon information and belief, Fresenius has filed with the FDA an 

Abbreviated New Drug Application (“ANDA”) No. 77-897 for Adenosine Injection 3 mg/mL 

under 21 U.S.C. § 355(j) to obtain approval for the commercial manufacture, use, and sale of 

adenosine as an adjunct to thallium-201 myocardial perfusion scintigraphy in patients unable to 

exercise adequately.  

12. Upon information and belief, Fresenius has filed an amendment to ANDA 

No. 77-897 containing a certification pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV). 

13. A Notice Letter dated October 29, 2012 and received at Astellas on or 

about October 30, 2012, was sent on behalf of Fresenius notifying Astellas that Fresenius had 

sought approval from the FDA to begin selling Adenosine Injection 3 mg/mL as a generic 

substitute for Adenoscan® prior to the expiration of the ’296 patent and alleging that the ’296 

patent claims are invalid, unenforceable and/or will not be infringed.   

14. Upon information and belief, Fresenius’s Adenosine Injection 3 mg/mL 

package insert will have the same indications and dosage instructions as those contained in the 

FDA-approved Adenoscan® intravenous injection product package insert so that use of 

Fresenius’s Adenosine Injection 3 mg/mL according to its approved labeling will result in 

infringement of one or more claims of the ’296 patent. 
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15. Upon information and belief, Fresenius intends to engage in the 

commercial manufacture, use, advertising, importation, offer for sale, and/or sale of Fresenius’s 

Adenosine Injection 3 mg/mL, with its associated instructions for use and labeling, promptly 

upon receiving FDA approval to do so. 

COUNT I 
PATENT INFRINGEMENT 

  
16. Paragraphs 1-15 are incorporated herein by reference. 

17. Under 35 U.S.C. § 271(e)(2)(A), Fresenius has infringed one or more 

claims of the ’296 patent by submitting to the FDA an ANDA seeking approval for the 

commercial marketing, before the expiration date of the ’296 patent, of Adenosine Injection 3 

mg/mL labeled for use as an adjunct to thallium-201 myocardial perfusion scintigraphy, a 

product the manufacture, importation, use, or sale of which would contribute to or induce the 

direct infringement of one or more claims of the ’296 patent by ultimate purchasers. 

18.  Upon information and belief, Fresenius will also induce or contribute to 

infringement of one or more claims of the ’296 patent by actively aiding, abetting, encouraging, 

and inducing, upon FDA approval, the sale of such Adenosine Injection 3 mg/mL together with 

instructions and labeling that will result in direct infringement of one or more claims of the ’296 

patent by ultimate purchasers. 

19. Plaintiffs will be substantially and irreparably damaged and harmed if 

Fresenius’s infringement is not enjoined.  Plaintiffs do not have an adequate remedy at law. 

COUNT II 
DECLARATORY JUDGMENT 

 
20. Paragraphs 1-19 are incorporated herein by reference. 
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21. Upon information and belief, Fresenius has made substantial preparations 

to sell Adenosine Injection 3 mg/mL labeled for the same indications and the same dosage and 

method of use as the Adenoscan® product sold by Astellas. 

22. Upon information and belief, Fresenius intends to commence sales of such 

Adenosine Injection 3 mg/mL immediately upon receiving approval from the FDA. 

23. The manufacture, importation, use, sale, and offer for sale of Adenosine 

Injection 3 mg/mL so labeled, once approved by the FDA, will directly infringe, induce and/or 

contribute to infringement of one or more claims of the ’296 patent. 

24. Plaintiffs will be substantially and irreparably damaged and harmed if 

Fresenius’s threatened infringement is not enjoined.  Plaintiffs do not have an adequate remedy 

at law. 

PRAYER FOR RELIEF 

WHEREFORE, Plaintiffs respectfully request this Court to enter judgment against 

Fresenius as follows: 

(a) finding that Fresenius has infringed one or more claims of the ’296 patent 

by the filing of the aforesaid ANDA relating to Fresenius’s Adenosine Injection 3 mg/mL; 

(b) prohibiting any approval by the FDA of Fresenius’s aforesaid Adenosine 

Injection 3 mg/mL on any effective date prior to the date of expiration of the ’296 patent, or such 

later date as the Court may determine;  

(c) declaring that Fresenius will infringe one or more claims of the ’296 

patent if Fresenius’s aforesaid ANDA relating to Adenosine Injection 3 mg/mL is approved and 

the approved product is sold and used in the United States; 
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(d) enjoining Fresenius, its officers, agents, attorneys, and employees, and 

those acting in privity or concert with them or any of them, from the commercial manufacture, 

use, importation, or sale of an Adenosine Injection 3 mg/mL product labeled for use in 

myocardial perfusion imaging until the expiration of the ’296 patent; and 

(e) awarding Plaintiffs any further and additional relief as this Court deems 

just and proper.    

 
 
 
 
 
 
 
 
 
OF COUNSEL: 
 
Susan Haberman Griffen, Esq. 
FINNEGAN, HENDERSON, FARABOW, 
     GARRETT & DUNNER, LLP. 
901 New York Avenue, N.W. 
Washington, D.C. 20001-4413 
(202) 408-4000 

Attorneys for Plaintiffs Astellas US LLC and 
Astellas Pharma US, Inc. 
 
John Scheibeler 
WHITE & CASE LLP 
1155 Avenue of the Americas 
New York, NY 10036 
(212) 819-8830 
 
Attorneys for Plaintiff Item Development AB 
 

MORRIS, NICHOLS, ARSHT & TUNNELL LLP 
 
/s/ Maryellen Noreika  
       
Jack B. Blumenfeld (#1014) 
Maryellen Noreika (#3208) 
1201 North Market Street 
P.O. Box 1347 
Wilmington, DE  19899 
(302) 658-9200 
jblumenfeld@mnat.com 
mnoreika@mnat.com 
 
Attorneys for Plaintiffs 

December 12, 2012 
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