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Horizon Pharma USA, Inc. and Pozen Inc. (hereinafter, “Patent Owner”) 

respectfully submit this preliminary response under 35 U.S.C. § 313 to Mylan 

Pharmaceuticals Inc.’s (hereinafter, “Petitioner”) request for inter partes review 

(“IPR”) of claims 1-7 of U.S. Patent No. 9,393,208 (“the ’208 patent”).  Petitioner’s 

Petition fails to demonstrate a reasonable likelihood that claims 1-7 of the ’208 

patent are unpatentable.  Each of the three proposed grounds includes U.S. Patent 

No. 8,557,285 (“the ’285 patent”) and Petitioner has not established that the ’285 

patent is § 102(e) prior art to the ’208 patent.  Petitioner therefore has not shown that 

there is a reasonable likelihood that it would prevail with respect to any of the 

challenged claims and institution should be denied. 

I. INTRODUCTION 

Non-steroidal anti-inflammatory drugs, or NSAIDs, have long been used for 

the management of inflammatory conditions including osteoarthritis, rheumatoid 

arthritis, and other musculoskeletal conditions.  (Ex. 2001 at 787.)  In fact, NSAIDs 

are one of the most widely used medicines in the world.  (Id.)  But NSAID use has 

long been known to increase the risk of serious damage to the gastrointestinal track, 

such as ulcers and bleeding.  (Id.)  This is believed to be the case because NSAIDs 

inhibit prostaglandin synthesis, which in turn, leads to toxic gastrointestinal effects.  

(Ex. 2002 at 1145.)  The use of NSAIDs is recognized as causing the most prevalent 

serious drug toxicity in the United States, resulting in an estimated 2,600 deaths and 
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