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I. Introduction 

Petitioners Sawai USA, Inc. (“Sawai USA”) and Sawai Pharmaceutical Co., 

Ltd. (“Sawai Japan”) (collectively “Sawai” or “Petitioner”) waited over a year and 

a half after being sued for infringement before filing its Petition against Biogen’s 

U.S. Patent No. 8,399,514 (“the ’514 patent”).  Because the one-year deadline 

under 35 U.S.C. § 315(b) had long passed, Sawai resorted to filing its Petition 

along with a request to join IPR2018-01403 (“the Mylan IPR”).  Patent Owner 

Biogen opposed joinder for multiple reasons, including the complication, delay, 

and subsequent prejudice to Biogen that Sawai’s late entrance into the Mylan IPR 

would cause. Papers 9, 14.  Separate and apart from joinder issues, Sawai’s 

Petition does not warrant institution. 

First and foremost, the Petition fails to establish a reasonable likelihood that 

Sawai would prevail with respect to at least one claim, let alone all twenty. 35 

U.S.C. § 314(a).  The challenged claims are patentable and for this reason alone, 

Sawai’s Petition should be denied outright.1   

                                           
1 While this Preliminary Response does not address the merits of Sawai’s 

unpatentability arguments, Patent Owner Biogen does not waive or concede any 

argument and reserves all rights to argue all substantive issues and to take all 
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