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Pursuant to 37 C.F.R. § 42.64, Patent Owner hereby objects under the
Federal Rules of Evidence (“FRE”) and 37 C.F.R. § 42.62 to the admissibility of
evidence that Petitioner filed in support of its Petition. Patent Owner’s objections
apply equally to Petitioner’s reliance on these exhibits in any subsequently filed
documents. These objections are timely, having been filed within ten business days
of the Institution Decision (July 20, 2023).

Exhibits 1002

Patent Owner objects to Exhibits 1002, the Declaration of Dr. Buckton.
Patent Owner objects to 9 39, 48, 50, 66, 79, 93, 104, 112, 119, 121, 122, 125,
126, 136-138, 140, 143, 144, 149, 152-154, 156, 157, 163, 166-168, 171, 173-175,
178, 179, 181, 182, 184, and 187 of Exhibit 1002, and all paragraphs that rely on
those paragraphs. These paragraphs lack a disclosed basis of sufficient facts or data
(FRE 705; 37 C.F.R. § 42.65), are not based on sufficient facts or data, and/or are
not the product of reliable principles and methods (FRE 702). Additionally, Patent
Owner objects to the above referenced paragraphs of Exhibit 1002, and all
paragraphs that rely on those paragraphs as misleading, incomplete, and lacking
relevance and because any probative value is substantially outweighed by the
danger of unfair prejudice, confusing the issues, misleading the fact finder, undue

delay, wasting time, and needlessly presenting cumulative evidence (FRE 106,
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401, 402, and 403). In particular, Patent Owner objects to:
o 9939, 48,50, 66,79,93,104, 112, 119, 121, 122, 125, 126, 136-138,
140, 143, 144, 149, 152-154, 156, 157, 163, 166-168, 171, 173-175,
178,179, 181, 182, 184, and 187 as misleading, incomplete, and
irrelevant because they lack support for the contentions for which they
are cited;
o 9940-42 as misleading, incomplete, and irrelevant because they lack
support for the contentions for which they are cited and improperly
characterize the teachings of Atadja (Exhibit 1005);
e 949 as misleading, incomplete, and irrelevant because it lacks support
for the contentions for which it is cited and improperly characterize
the teachings of Gibson (Exhibit 1006).
Additionally, Patent Owner further objects to 9 1-42, 44-91, 93-107, 113-
118, 123-125, 129-137, 139, 144-151, 154, 155, 157-166, 168-171, 177-186, and
191-193 of Exhibit 1002, and all paragraphs that rely on those paragraphs. These
paragraphs are irrelevant (FRE 401 and 402), and any probative value is
substantially outweighed by the risk of undue prejudice and/or confusion (FRE

403). These paragraphs are not directly cited in the Petition and the relevance of
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these paragraphs is not apparent (FRE 401, 402 and 403).

Patent Owner further objects to 99 35, 43, 51, 55, 61, 69, and 163 which
contain citations to Exhibits that are not cited in the Petition and/or that form no
part of the grounds on which inter partes review was instituted, as irrelevant (FRE
401 and 402).

Exhibits 1003

Patent Owner objects to Exhibit 1003, the Declaration of Dr. Batchelor.
Patent Owner objects to 9 19, 20, 22, 25, 27, 28, 30, 32, 34, 35, and 43 of Exhibit
1003, and all paragraphs that rely on those paragraphs. These paragraphs lack a
disclosed basis of sufficient facts or data (FRE 705; 37 C.F.R. § 42.65). Further,
the above paragraphs proport to be related to “[i]n silico modeling of PK
properties” (Exhibit 1003 at 9 19) but fail to provide sufficient description of the
program used for this modeling. For at least this reason, Patent Owner also objects
to the above paragraphs, and all paragraphs that rely on those paragraphs, on the
basis that they are not based on sufficient facts or data, not the product of reliable
principles and methods, and/or not a reliable application of the principles and
methods to the facts (FRE 702 and 703). Additionally, Patent Owner objects to the
above referenced paragraphs of Exhibit 1003, and all paragraphs that rely on those
paragraphs, as lacking relevance, incomplete, and because any probative value is

substantially outweighed by the danger of unfair prejudice, confusing the issues,
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misleading the fact finder, undue delay, wasting time, and/or needlessly presenting
cumulative evidence because they lack support for the contentions for which they
are cited (FRE 106, 401, 402, and 403).

Additionally, Patent Owner objects to 9 1-19, 21, 22, 24, 27, 28, and 48 as
well as appendices III.A, ITI.A.1, TIL.B, III.C, II1.D, and II1.E of Exhibit 1003, and
all paragraphs that rely on those paragraphs and appendices, as lacking relevance,
incomplete, and because any probative value is substantially outweighed by the
danger of unfair prejudice, confusing the issues, misleading the fact finder, undue
delay, wasting time, and/or needlessly presenting cumulative evidence (FRE 106,
401, 402, and 403). These paragraphs are not directly cited in the Petition and the
relevance of these paragraphs is not apparent (FRE 401 and 402).

Further, Patent Owner objects to 49 19-47 as well as Appendices I-111
including Appendices [.LA.1, LA.2, I.LB, I.C, [.D.1, .D.2, 1.D.3, I.D.4, .D.5, IL.A,
I.A.1, IL.B, II.C, I1.D, ILE, IIL.A, TIL.A.1, ITI1.B, III.C, II1.D, and I1I.E under 37
C.F.R. § 42.65. To the extent these paragraphs and appendices are, or contain,
technical test or data from such a test, they lack support and explanation in a
sufficient affidavit (37 C.F.R. § 42.65).

Patent Owner further objects to 9 18, 22, 27, 34, 35, 38, 41, and 45 which
contain citations to Exhibits that are not cited in the Petition and/or that form no

part of the grounds on which inter partes review was instituted, as irrelevant (FRE
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