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I. INTRODUCTION 

1. Amneal contends that Claims 1 and 2 of U.S. Patent No. 5,856,336 (“the ’336 

patent”) are invalid over claims 2 and 5, respectively, of U.S. Patent No. 5,872,130 (“the ’130 

patent”) under the doctrine of Obviousness-Type Double Patenting (“ODP”).  

2. The facts relating to this defense and the scientific conclusions based on those facts 

are largely undisputed. Amneal’s expert witness, Dr. Anthony Palmieri, testified that Claim 1 of the 

’336 patent is an obvious variant of claim 1 of the ’130 patent, and that claim 2 of the ’336 patent is 

an obvious variant of claim 5 of the ’130 patent. Plaintiffs did not present any evidence to refute 

those facts or conclusions. Plaintiffs did present certain evidence relating to secondary 

considerations of non-obviousness, which is addressed below in section II.D.  

3. Plaintiffs contend that as a matter of law, the ’130 patent is not a proper ODP 

reference against the ’336 patent. The Court’s findings of fact are set forth first below, followed by 

the Court’s conclusions on the disputed issue of law. 

II. PROPOSED FINDINGS OF FACT REGARDING ODP 

A. The ’336 Patent 

4. The ’336 patent is assigned to Nissan Chemical Industries, Ltd. (“Nissan”), and 

issued on January 5, 1999.  (DTX-0032 at 9114.) The named inventors are Yoshihiro Fujikawa, 

Mikio Suzuki, Hiroshi Iwasaki, Mitsuaki Sakashita, and Masaki Kitahara. (Id.)  

5. The ’336 patent originally was going to expire on December 29, 2015, but Nissan 

requested and obtained 1,823 days of Patent Term Extension (“PTE”) pursuant to 35 U.S.C. §156, 

in view of FDA regulatory review of Livalo®. Nissan terminally disclaimed the ’336 patent over U.S. 

Patent No. 5,854,259. (PTX-0170 at KN001333621.) Thus, the ’336 patent does not expire until 

December 25, 2020. 
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6. The ’336 patent contains two claims, and both are asserted against Amneal. Claim 1 

claims the calcium salt of pitavastatin; claim 2 claims a method of reducing certain lipid disorders by 

administering the calcium salt of pitavastatin. (DTX-0032 at 9130.) 

B. The ’130 Patent 

7. The ’130 Patent is also assigned to Nissan, and has the same named inventors as the 

’336 patent. (DTX-0264, front page.)  The ’130 patent issued on February 16, 1999. (DTX-0264, 

front page.) The ’130 patent expired on February 16, 2016, which is several months after the original 

expiration date of the ’336 patent, but over four years before the actual expiration date of the ’336 

patent after patent term extension. These dates can be represented on a timeline as follows: 

 

8. Claim 1 of the ’130 patent claims several compounds, including the sodium salt of 

pitavastatin. Claim 5 claims a method of reducing certain lipid disorders by administering any of the 

compounds of claim 1. (Id. at 39:25 – 40:14, 40:26-31.)  

C. Comparison of the ’336 patent claims and the ’130 patent claims1 

9. Below, the ’336 patent claims are set forth beside claims 1 and 5 of the ’130 patent. 

                                                 
1 There are no claim construction disputes relating to the ’336 or ’130 patents. 

Case 1:14-cv-02758-PAC   Document 136   Filed 02/21/17   Page 5 of 14

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.


