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l. INTRODUCTION

The Petition should be denied because each challenge depends on
erroneous and unsupported factual assumptions as detailed below. Petitioner’s
key assertion—that a canister containing 10-19 mL of HFA227, in which
small amounts of other ingredients are mixed, would have a fill weight of 6-
10 grams—is plainly erroneous. HFA227 has a liquid density at room
temperature of about 1.4 g/mL, making Petitioner’s assertion a physical
Impossibility. Several other defects further taint the Petition, as discussed
herein.

Il.  LEVEL OF SKILL AND CLAIM CONSTRUCTION
A.  Person of Ordinary Skill in the Art

Patent Owner does not acquiesce in Petitioner’s characterization of the
level of skill possessed by one of ordinary skill in the art (Pet. 25), but takes
the position that this issue does not require resolution at this stage of the
proceeding.

B. Claim Construction

Patent Owner agrees with Petitioner (at Pet. 26), though solely for
purposes of this preliminary response, that no claim terms require express

construction.
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I1l. EACH GROUND HAS FATAL GAPS IN EVIDENCE
A.  Anticipation by Mistry

Petitioner has failed to show a reasonable likelihood that Mistry
anticipates claims 1 and 4-15 because (1) Petitioner’s argument requires
picking and choosing every recited ingredient and every recited concentration
from various generic disclosures; and (2) Petitioner’s elaborate calculations
to show that Mistry discloses the recited formoterol fumarate dihydrate
(“FFD’) concentration are both unsupported by evidence and erroneous.

1. Petitioner’s anticipation case requires picking every

ingredient and every concentration from generic
disclosures

Petitioner cannot point to a single embodiment in Mistry that discloses
all five recited ingredients and the recited concentrations. In fact, there isn’t
even a single embodiment containing more than two of the recited ingredients,
let alone the concentrations. Petitioner’s argument thus requires one of
ordinary skill to have made a protracted series of arbitrary selections of

ingredients and concentrations to reach the claimed formulation.
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