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Plaintiff Baxter Healthcare Corporation (“Baxter”), through counsel, hereby answers the 

March 20, 2018 Counterclaim of Defendants Hospira, Inc. (“Hospira”) and Orion Corp. (“Orion”) 

(collectively, “Defendants”).  

Parties, Jurisdiction, and Venue 

1. Baxter has filed a Complaint against Defendants seeking, among other things, a 
judgment that Baxter does not infringe U.S. Patent No. 6,716,867 (“the ‘867 Patent”). An 
immediate and justiciable controversy exists between Baxter and Defendants regarding the 
infringement and validity of the ‘867 patent.  

RESPONSE: Baxter admits that it filed a Complaint against Defendants seeking a judgment of 

noninfringement regarding U.S. Patent No. 6,716,867 (“the ’867 Patent”), and that an immediate 

and justiciable controversy exists between Baxter and Defendants regarding infringement of the 

’867 Patent. Baxter denies that a controversy exists regarding the validity of the ’867 Patent.   

2. This Counterclaim arises under the patent laws of the United States, 35 U.S.C. § 1 
et seq., and the Federal Food, Drug and Cosmetic Act.  

RESPONSE: This paragraph contains conclusions of law to which no response is required. To 

the extent a response is required, Baxter admits that Defendants’ Counterclaim purports to arise 

under the laws cited in this paragraph.   

3. Subject matter jurisdiction in this Court is proper under, among other things, 28 
U.S.C. §§ 1331 and 1338.  

RESPONSE: This paragraph contains conclusions of law to which no response is required. To 

the extent a response is required, admitted.  

4. Hospira is a Delaware corporation with its principal place of business at 275 North 
Field Drive, Lake Forest, Illinois 60045.  

RESPONSE: Admitted, on information and belief.  

5. Orion is a corporation organized under the laws of Finland, with its principal place 
of business at Orionintie IA, FI-02200 Espoo, Finland.  

RESPONSE: Admitted, on information and belief.  
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6. On information and belief, Baxter Healthcare Corporation is a corporation 
incorporated in Delaware with its principal place of business at One Baxter Parkway, Deerfield, 
IL 60015.  

RESPONSE: Admitted.  

7. This Court has personal jurisdiction over Baxter because, among other things, 
Baxter is incorporated in this District and Baxter has submitted to the jurisdiction of this Court by 
filing its Complaint with this Court.  

RESPONSE: This paragraph contains conclusions of law to which no response is required. To 

the extent a response is required, Baxter admits that this Court has personal jurisdiction for 

purposes of this action only.  

8. Venue is proper in this Court under 28 U.S.C. §§ 1391 and 1400 because, among 
other things, Baxter is incorporated in this District and selected this venue by filing its Complaint 
with this Court.  

RESPONSE: This paragraph contains conclusions of law to which no response is required. To 

the extent a response is required, Baxter admits that venue is proper for purposes of this action 

only.  

The ‘867 Patent 

9. The ‘867 patent, entitled “Use of Dexmedetomidine for ICU Sedation,” was duly 
and legally issued by the USPTO on April 6, 2004.  

RESPONSE: This paragraph contains conclusions of law to which no response is required. To 

the extent a response is required, Baxter admits that the ’867 Patent is entitled “Use of 

Dexmedetomidine for ICU Sedation,” and that the ’867 Patent was issued by the U.S. Patent and 

Trademark Office on April 6, 2004. All other allegations not expressly admitted are denied.   

10. Hospira and Orion are co-assignees of the ‘867 patent and share ownership of the 
patent.  

RESPONSE: Baxter admits that, according to the records at the U.S. Patent and Trademark 

Office, Hospira and Orion are co-assignees of the ’867 Patent. Baxter lacks information sufficient 
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to admit or deny the remaining allegations in this paragraph and, therefore, denies all allegations 

not expressly admitted.  

11. Hospira is the holder of New Drug Application (“NDA”) No. 21-038 for 
dexmedetomidine hydrochloride injection, sold in the United States under the trademark 
PRECEDEX®. The United States Food and Drug Administration (“FDA”) originally approved 
NDA No. 21-038 on December 17, 1999.  

RESPONSE: Admitted, upon information and belief.  

12. The ‘867 patent is duly listed in the Orange Book as covering PRECEDEX®. The 
claims of the ‘867 patent cover various methods of using PRECEDEX®.  

RESPONSE: This paragraph contains conclusions of law and a characterization of the ’867 

Patent, which speaks for itself, to which no response is required. To the extent a response is 

required, Baxter admits that the ’867 Patent is listed in the Orange Book by Hospira as covering 

PRECEDEX® with a current use code only for “intensive care unit sedation, including sedation 

of non-intubated patients prior to and/or during surgical and other procedures.” Attach. A, 

Declaration of Jon Clark, M.S. ¶ 44 [hereinafter Clark Decl.]. All other allegations not expressly 

admitted are denied.  

Count I: Infringement Of The ‘867 Patent 

13. Defendants re-allege herein the foregoing paragraphs of their Counterclaim.  

RESPONSE: Baxter incorporates herein its responses to the foregoing paragraphs of the 

Counterclaim.  

14. On information and belief, Celerity Pharmaceuticals, LLC (“Celerity”) submitted 
ANDA No. 208532 to the FDA to seek approval to engage in the commercial manufacture, use, 
offer for sale, sale, and/or importation into the United States of its generic dexmedetomidine 
hydrochloride in 0.9% sodium chloride injection, 200 mcg/50 mL and 400 mcg/100 mL (“Baxter 
ANDA Product”) prior to the expiry of the ‘867 patent.  

RESPONSE: Admitted. See Attach. B, Declaration of Jonathan M. Edwards ¶ 12 [hereinafter 

Edwards Decl.]. 
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15. Celerity was aware of the ‘867 patent when it submitted its ANDA.  

RESPONSE: Baxter lacks information sufficient to admit or deny the allegations in this 

paragraph and, therefore, denies all allegations.  

16. On information and belief, Baxter has assumed all rights and responsibilities with 
respect to ANDA No. 208532.  

RESPONSE: Admitted.   

17. The ‘867 patent covers, among other things, a method of sedating a patient in an 
intensive care unit comprising administering to the patient an effective amount of 
dexmedetomidine or a pharmaceutically acceptable salt thereof, wherein the patient remains 
arousable and orientated.  

RESPONSE: This paragraph contains a characterization of the ’867 Patent, which speaks for 

itself, and to which no response is required. To the extent a response is required, Baxter admits 

that claim 1 of the ’867 Patent claims “[a] method of sedating a patient in an intensive care unit, 

which comprises administering to the patient an effective amount of dexmedetomidine or a 

pharmaceutically acceptable salt thereof, wherein the patient remains arousable and orientated.” 

All other allegations not expressly admitted are denied.  

18. Celerity was not required by the FDA to maintain a Paragraph IV Certification as 
to the ‘867 patent because its ANDA did not seek approval for the Precedex® indication that 
covers “sedation of initially intubated and mechanically ventilated patients during treatment in an 
intensive care setting.”  

RESPONSE: This paragraph contains conclusions of law to which no response is required. To 

the extent a response is required, Baxter admits that Celerity did not provide a Paragraph IV 

certification to the ’867 Patent. All other allegations not expressly admitted are denied. 

19. However, on information and belief, while Baxter’s ANDA omits this indication, 
Baxter knows that its product will be used for this indication, which keeps ICU patients arousable 
and orientated. Medical professionals use dexmedetomidine drug products for this indication even 
when the drug products are not approved by the FDA for the indication.  

Case 1:18-cv-00303-RGA   Document 15   Filed 04/17/18   Page 5 of 9 PageID #: 277

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


