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1 

I. Introduction 

Petitioner’s reply to Biogen’s Motion to Antedate rests on incorrect legal 

standards and thinly supported rebuttal testimony. The Board should conclude that 

Biogen is entitled to its priority date and has antedated Kappos 2006. 

II. The Provisional Application Provides Written-Description Support for 
the ’514 Patent Claims  

Beginning in its first paragraph, the ’921 provisional application states 

unequivocally that the invention relates in part to the “use of therapeutic 

compounds . . . for treating neurological diseases, including . . . multiple sclerosis.” 

(Ex. 1012 at ¶ [0001]; Ex. 2046 ¶ 29; Ex. 2384 at 103:25-104:16, 105:2-5.) The 

application further states that fumaric acid derivatives have been proposed for the 

treatment of MS and that, in some embodiments, the inventive treatment method 

involves administering a therapeutically effective amount of “a fumaric acid 

derivative (e.g., DMF or MMF).” (Ex. 1012 at ¶¶ [0020], [0031], [0066].) The 

application then discloses that “an effective dose of DMF or MMR [sic, MMF] to 

be administered to a subject orally can be . . . from about 480 mg to about 720 mg 

per day.” (Id. at ¶ [0116].) Dr. Wynn, an MS clinician with decades of experience, 

explains in his declaration why these and other disclosures in the provisional 

application provide written-description support for the claimed subject matter 

relating to a method of treating MS with a dose of about 480 mg/day of DMF, 
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