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l. INTRODUCTION

The Board should not institute post grant revie®@Rp of Claims 1-13 of
U.S. Patent No. 8,859,623 (“the '623 patent”) besealetitioner, Altaire
Pharmaceuticals, Inc. (“Petitioner” or “Altaire)as not met its burden of showing
the challenged claims are more likely than not temable.

First, the petition should be dismissed for failtogdentify Sawaya
Aquebogue as a real party-in-interest. Among ofihetors, Sawaya Aquebogue
and Altaire are related entities under common abnitrcluding control by the
same individual testifying as a fact witness it tAGR — Mr. Assad Sawaya.

Second, with regard to the asserted prior art, ete stated grounds of
challenge can be denied for failing to meet theatlpurity limitations of the
claims, including at least the 95% initial chiralrpy requirement of Claim 1.
Phenylephrine comprises two enantiomers, an R-forchan S-form, but the
petition relies entirely on methodologies incapaifleeliably detecting S-form
chiral impurity. Paragon demonstrated that itsatrgolumn chromatography
method uncovers degradation that was not detectgifey methods pursuant to the
United States Pharmacopeia (USP) published guelend that improvement of
testing methodology led to Paragon’s discoverynaigg the unrecognized and
unappreciated effect of temperature conditionsegradation of the chiral purity
of phenylephrine. The petition relies on the falWSP methodology, but omits
any discussion of the deficiencies in that meth®dddressed by Paragoren

parte prosecution. The petition instead attempts tceghinthe defective nature of
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its testing through faulty claim construction. the end, Petitioner’s case in chief
collapses on itself once the claims are propenstroed and petitioner’s
methodologies are scrutinized.

Finally, the challenge to the claims based on aflegdefiniteness is more
appropriately interpreted as an advancement ofiétedr’s preferred claim
construction position, but fails to provide a bdida basis for unpatentability.

Accordingly, institution of post grant review shdudedenied.

[I.  THE PETITION FAILS TO IDENTIFY SAWAYA AQUEBOGUE AS
A REAL PARTY-IN-INTEREST

As a threshold matter, the petition should be diseql for failing to identify
Sawaya Aquebogue, LLC (“Sawaya Aquebogue”) as lgpaaéy-in-interest as
required by 35 U.S.C. § 322(a)(2) and 37 C.F.R2.8@)(1).

“A petition [for post grant review] may be congidéd only if . . . [it]
identifies all real parties in interest.” 35 U.S&322(a)(2)see also Trial Practice
Guide, 77 Fed. Reg. 48,759, (Aug. 14, 2012 common consideration is
whether the non-party exercised or could have eseaontrol over a party’s
participation in the proceedingld. The non-party’s participation may be overt or
covert, and the evidence may be direct or circuntistia but the evidence as a
whole must show that the non-party possessed dpatrthe ability to control,
from a practical standpointonzalez v. Banco Cent. Corp., 27 F.3d 751, 759 (1st
Cir. 1994). Indeed, the Board has recognizedithigsufficient to establish an
ability “to call the shots."Galderma SA. v. Allergan Indus., SAS, IPR2014-01422,
Paper 14 at 8, 12, (PTAB Mar. 5, 2015) (quotdanzalez, 27 F.3d at 758). As
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