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I. INTRODUCTION

Patent Owner has failed to meet its burden of proving that its proposed
substitute claims are patentable. Importantly, Patent Owner has not followed the
Board’s directive to establish, under controlling precedent, how the substitute
claims find support and why such claims are patentable over the prior art. Instead,
Patent Owner has chosen to propose overbroad and fatally indefinite claims which
are neither enabled nor adequately described.

Regarding patentability over the prior art, certain proposed substitute claims
are anticipated or rendered obvious by Groman (Ex. 1003). Patent Owner has
failed to explain - or even consider in its Motion - why the substitute claims would
not be anticipated by Groman for the reasons set forth in Ground 4 of the Petition.
In addition, the proposed claims are unpatentable over prior art relating to Restless
Legs Syndrome and/or iron dextran which Patent Owner identified in its Motion
but failed to distinguish.

But even if they could be considered free of prior art (and they cannot), the
substitute claims trample upon the exacting requirements of 35 U.S.C. § 112. The
proposed claims use indefinite language and would encompass any species (so
there is no frame of reference for “high dose”), any route, and employ agents
disparaged as prior art by the specification, without any guidance how to improve

upon them.
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