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Patent Owner requests that the Board strike portions of the reply declaration
of Mr. Horst Koller (Ex. 1105 at 11 28-29) and the entirety of the declaration of Dr.
Joel Cohen (Ex. 1108) for allegedly being “outside the scope of proper reply.”
Paper 101 at 4. Contrary to Patent Owner’s assertion, however, neither the Koller
nor Cohen testimony at issue were necessary for Regeneron’s prima facie case of
obviousness set forth in the Petition. Instead, the testimony at issue responds
directly to argument in the Patent Owner Response (“POR”) that a POSITA would
have been deterred from using a Parylene C coating in a PFS for intravitreal
injection. Dr. Cohen’s testimony is also proper responsive testimony for the
further reason that Patent Owner asserted a different level of ordinary skill in the
art — that includes consulting with someone having “specialized skills” in
toxicology — in its POR, which Regeneron could not have addressed with Dr.
Cohen’s testimony in its earlier filed Petition. Patent Owner has failed to set forth
a justification for the extraordinary relief it seeks from the Board because
Regeneron was entitled to submit the testimony at issue to reply to the POR
arguments. Anacor Pharm., Inc. v. lancu, 889 F.3d 1372, 138081 (Fed. Cir.
2018) (“[T]he petitioner in an inter partes review proceeding may introduce new
evidence after the petition stage if the evidence is a legitimate reply to evidence
introduced by the patent owner.”); see also PTAB’s Consolidated Trial Practice

Guide (November 2019) at 80 (explaining that the exclusion of evidence “is an
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exceptional remedy that the Board expects will be granted rarely.”).

l. PATENT OWNER’S MOTION TO EXCLUDE IS PROCEDURALLY
IMPROPER

The proper procedure for addressing whether a reply raises new issues is to
request authorization to file a motion to strike, not filing a motion to exclude.
Puzhen Life USA, LLC, v. Esip Series 2, LLC, IPR2017-02197, Paper 24 at 48
(PTAB February 27, 2019) (denying patent owner’s motion to exclude and noting
that the proper procedure would have been to request authorization to file a motion
to strike). Although Patent Owner emailed the Board on May 16, 2022 requesting
authorization to submit a sur-reply declaration to respond to Mr. Koller and Dr.
Cohen, Patent Owner did not seek authorization from the Board to strike any of
Mr. Koller’s or Dr. Cohen’s testimony. Because Patent Owner never requested
authorization to file a motion to strike, its belated attempt to do so now should be
denied. See id. at 49 (declining to treat a motion to exclude as a motion to strike
because patent owner did not request authorization).

Il. THE BOARD SHOULD NOT EXCLUDE PARAGRAPHS 28-29 OF
KOLLER’S REPLY DECLARATION

A. Patent Owner Failed to Satisfy the Procedural Requirements to
Seek Exclusion of Mr. Koller’s Testimony

Patent Owner’s assertion that it satisfied the procedural requirements with
respect to Mr. Koller’s testimony is incorrect. Pursuant to 37 C.F.R. § 42.64(c),

Patent Owner was required to specifically identify the grounds for objecting to Mr.
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Koller’s testimony in its objections to evidence served on April 22, 2022. See 37
CFR § 42.64(¢c) (“[A]ny objection must be filed within five business days of
service of evidence to which the objection is directed. The objection must identify
the grounds for the objection with sufficient particularity.””) (emphasis added).
Although Patent Owner objected to Dr. Cohen’s declaration as including
“Improper New Evidence,” Paper 76 at 26, Patent Owner made no such objection
with respect to paragraphs 28-29 of the Reply Declaration of Mr. Horst Koller (Ex.
1105). See Paper 76 at 20-22. As such, Patent Owner is foreclosed from moving
to exclude any portion of Mr. Koller’s reply declaration on the basis of including
improper reply evidence because it failed to make a timely objection as required by
37 C.F.R. § 42.64(c).

B.  Paragraphs 28-29 of Mr. Koller’s Reply Declaration Properly
Respond to Arguments Raised in Patent Owner’s Response

Even if the Board considers Patent Owner’s belated request, however,
paragraphs 28-29 of Mr. Koller’s reply declaration should not be excluded because
those paragraphs reply to evidence introduced by Patent Owner. Patent Owner is
also incorrect in asserting that Mr. Koller’s testimony in paragraphs 28-29 is
necessary for Petitioner’s case-in-chief. Paper 101 at 6.

The Petition set forth all the requisite argument and evidence to demonstrate
a prima facie case that the claims of U.S. Patent No. 9,220,631 (“the *631 Patent™)

are obvious. This included demonstrating where in the prior art each claim
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