
 

 

William J. O’Shaughnessy 
(woshaughnessy@mccarter.com) 

Cynthia S. Betz (cbetz@mccarter.com) 
MCCARTER & ENGLISH, LLP 
Four Gateway Center 
100 Mulberry St. 
Newark, NJ 07102 
Tel: (973) 622-4444 
Fax: (973) 624-7070 
 

George F. Pappas (gpappas@cov.com) 
Jeffrey B. Elikan (jelikan@cov.com) 
Benjamin C. Block (bblock@cov.com) 
Eric R. Sonnenschein 

(esonnenschein@cov.com) 
Michael N. Kennedy (mkennedy@cov.com) 
COVINGTON & BURLING LLP 
1201 Pennsylvania Ave., NW 
Washington, DC 20004-2401 
(202) 662-6000 

Dominick A. Conde (dconde@fchs.com) 
Jason A. Leonard (jleonard@fchs.com) 
FITZPATRICK, CELLA, HARPER 

& SCINTO 
1290 Avenue of the Americas 
New York, NY 10104 
Tel: (212) 218-2100 
Fax: (212) 218-2200 

Counsel for Plaintiff 
Warner Chilcott Company, LLC 
 

 
 

UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

 

WARNER CHILCOTT COMPANY, LLC, 
 
    Plaintiff, 
 
  v. 
 
MYLAN INC., MYLAN PHARMACEUTICALS 
INC. and FAMY CARE LTD., 
 
    Defendants. 
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Plaintiff Warner Chilcott Company, LLC by its undersigned attorneys, brings this 

action against Defendants Mylan Inc., Mylan Pharmaceuticals Inc., and Famy Care Ltd. 

(collectively “Defendants”), and hereby alleges as follows: 

THE PARTIES  

1. Plaintiff Warner Chilcott Company, LLC (“Warner Chilcott”) is a limited 

liability company organized and existing under the laws of Puerto Rico, having offices at Union 

St., Road 195, Km 1.1, Fajardo, Puerto Rico. 

2. Upon information and belief, Defendant Mylan Inc. is a corporation 

organized and existing under the laws of Pennsylvania, having an office and place of business at 

1500 Corporate Drive, Canonsburg, Pennsylvania 15317.   

3. Upon information and belief, Defendant Mylan Pharmaceuticals Inc. 

(“Mylan Pharms”) is a corporation organized and existing under the laws of West Virginia, 

having an office and place of business at 781 Chestnut Ridge Road, Morgantown, West Virginia 

26505.  Upon information and belief, Mylan Pharms is a wholly-owned subsidiary of Mylan Inc. 

4. Upon information and belief, Defendant Famy Care Ltd. (“Famy Care”) is  

organized and exists under the laws of the Republic of India and has a principal place of business 

at 3rd Floor, Brady House, 12/14, Veer Nariman Road, Fort, Mumbai – 400 001, India. 

5. Upon information and belief, Mylan Inc. is doing business in New Jersey.  

Upon information and belief Mylan Inc. is registered to do business in New Jersey.  Mylan Inc., 

directly, or through its subsidiaries, including Mylan Pharms, has engaged in continuous and 

systematic contacts with New Jersey, and purposefully availed itself of this forum by, among 

other things, shipping, using, offering to sell, selling, or causing others to use, offer to sell, or sell 
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pharmaceutical products in New Jersey and deriving substantial revenue from such activities, 

and by filing counterclaims in New Jersey.   

6. Upon information and belief, Mylan Pharms is doing business in New 

Jersey.  Upon information and belief Mylan Pharms is registered to do business in New Jersey.  

Mylan Pharms has engaged in continuous and systematic contacts with New Jersey, and 

purposefully availed itself of this forum by, among other things, shipping, using, offering to sell, 

selling, or causing others to use, offer to sell, or sell pharmaceutical products in New Jersey and 

deriving substantial revenue from such activities, and by filing counterclaims in New Jersey. 

7. Upon information and belief, Famy Care has engaged in continuous and 

systematic contacts with the United States by, among others things, on or about August 7, 2008, 

entering into an agreement with Mylan Inc. to file ANDAs for generic contraceptive products 

and to supply such products to customers in the United States. 

JURISDICTION AND VENUE  

8. This is an action for patent infringement arising under the patent laws of 

the United States, Title 35, United States Code. This Court has subject matter jurisdiction over 

this action based on 28 U.S.C. §§ 1331 and 1338(a). 

9. This Court has personal jurisdiction over Mylan Inc. and Mylan Pharms, 

because, inter alia, Mylan Inc. and Mylan Pharms have purposefully availed themselves of the 

rights and benefits of New Jersey law.  Upon information and belief, Defendants Mylan Inc. and 

Mylan Pharms engage in the sale of a range of generic pharmaceutical products within the 

United States generally and New Jersey specifically. 

10. This Court has personal jurisdiction over Famy Care at least under Federal 

Rule of Civil Procedure 4(k)(2). 
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11. Venue is proper in this Court under 28 U.S.C. §§ 1391(b) and (c), and 28 

U.S.C. § 1400(b).  

BACKGROUND 

12. Warner Chilcott is the holder of New Drug Application (“NDA”) No. 22-

501, for Lo Loestrin® Fe, which contains the active ingredients norethindrone acetate and ethinyl 

estradiol.  Lo Loestrin® Fe was approved by the FDA on October 21, 2010 and is indicated for 

the prevention of pregnancy in women who elect to use it as a method of contraception.  Lo 

Loestrin® Fe is sold as a 28-day oral contraceptive regimen which includes 24 active tablets 

comprising 1 mg norethindrone acetate and 0.01 mg ethinyl estradiol, 2 active tablets comprising 

0.01 mg ethinyl estradiol, followed by 2 ferrous fumarate tablets (placebo). 

13. U.S. Patent No. 7,704,984 (“the ’984 patent”) entitled “Extended Estrogen 

Dosing Contraceptive Regimen” lawfully issued from the United States Patent and Trademark 

Office on April 27, 2010.  A copy of the ’984 patent is attached as Exhibit A. 

14. Warner Chilcott is the sole owner of the ’984 patent. 

15. The ’984 patent claims, inter alia, a method of female contraception which 

comprises administering (a) a first composition containing a progestin in an amount equivalent to 

about 0.3 to about 1.5 mg norethindrone acetate wherein the progestin is selected from 

norethindrone acetate or norethindrone and 5 to 15 mcg of ethinyl estradiol for 24 days, (b) a 

second composition containing 5 to 15 mcg of ethinyl estradiol and substantially free of a 

progestin for 2 days, and (c) a third composition that is a placebo, wherein the sequential 

administration of the first composition, the second composition and the third composition, is 

performed on a daily basis over a 28 day cycle.  
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16. The ’984 patent covers the use of Lo Loestrin® Fe in accordance with the 

respective labeling approved by the FDA and is listed in the FDA Approved Drug Products with 

Therapeutic Equivalence Evaluations (“the Orange Book”) for that product. 

17. Upon information and belief, Famy Care, together with its U.S. agent, 

Mylan Pharms, submitted to the FDA an Abbreviated New Drug Application (“ANDA”) filed 

under 21 U.S.C. § 355(j), to obtain approval to engage in the commercial manufacture, use, or 

sale of a generic version of Lo Loestrin® Fe (the “Defendants’ ANDA Product”) prior to the 

expiration of the ’984 patent. 

18. Upon information and belief, Defendants’ ANDA directed to its proposed 

generic Lo Loestrin® Fe product has been assigned No. 20-5049. 

19. Upon information and belief, the composition that is the subject of 

Defendants’ ANDA is directed to 24 tablets containing 1 mg norethindrone acetate and 0.01 mg 

ethinyl estradiol, 2 tablets containing 0.01 mg ethinyl estradiol and 2 tablets containing ferrous 

fumarate (placebo). 

COUNT I 
CLAIM FOR INFRINGEMENT OF THE ’984 PATENT 

 
20. Upon information and belief, Defendants’ ANDA was submitted with a 

certification pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV) of the Federal Food, Drug and 

Cosmetic Act that the ’984 patent is purportedly invalid, unenforceable, and/or will not be 

infringed by the manufacture, use or sale of Defendants’ ANDA Product. 

21. Upon information and belief, Defendants sent notice of that certification to 

Warner Chilcott on or about September 19, 2013.  Warner Chilcott received Defendants’ notice 

letter on or about September 20, 2013. 

Case 3:13-cv-06560-JAP-TJB   Document 1   Filed 10/30/13   Page 5 of 9 PageID: 5

Mylan v. Warner Chilcott  IPR2015-00682 
WC Ex. 2028, Pg. 5

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.


