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Pursuant to 37 C.F.R. § 42.64(b)(1) and the Federal Rules of Evidence
(“FRE”), Patent Owner objects to the following documents submitted by Petitioner
Dr. Falk Pharma GMBH in support of its Reply filed on July 14, 2025.

Nothing in this paper should be construed as an admission that any rights of
Patent Owner would have been waived or forfeited had the paper or any objection
herein not been filed, or that 37 C.F.R. § 42.64(b) applies to any of the objections
herein if § 42.64(b) would not otherwise apply. The objections herein are premised
upon § 42.64 potentially being determined to apply to the document in question and
are submitted solely to preserve the rights of Patent Owner should § 42.64(b) be
determined to apply.

I. Exhibit 1071

Under FRE 401/402/403, this document is inadmissible as irrelevant because,
among other things, it is not prior art, it does not form a basis of the instituted
grounds, and its probative value is outweighed by other considerations including

prejudice, confusion and waste of time.

II.  Exhibit 1072
Under FRE 401/402/403/702, this document, including for example and

without limitation 172:21-181:18, includes testimony that is not reliable and not
relevant to the instituted review, because, among other things, it has not been shown

that the purportedly expert declarant is qualified to testify competently regarding the
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matters the opinions are said to address, or that the declarant’s testimony is based on
sufficient facts or data or arrived at by reliable legal or art principles, procedures, or
methods reliably applied to the facts of this case, or that the declarant’s opinion will
assist the trier of fact to understand the evidence or to determine any fact in issue

and does not have a greater potential to confuse and/or mislead than to enlighten.

III. Exhibit 1073

Under FRE 401/402/403, this document is inadmissible as irrelevant because,
among other things, it is not prior art, it does not form a basis of the instituted
grounds, and its probative value is outweighed by other considerations including
prejudice, confusion and waste of time. Under FRE 901/902, this document lacks
authentication and is not self-authenticating because it lacks sufficient indicia that
the exhibit is what it purports to be.

IV. Exhibits 1075-1082

Under FRE 401/402/403, these documents are inadmissible as irrelevant
because, among other things, they do not form a basis of the instituted grounds, and
their probative value are outweighed by other considerations including prejudice,
confusion and waste of time. Under Rule 104(b)(5), these documents are

inadmissible because they should have been included with the Petition.
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V.  Exhibit 1083

Under FRE 401/402/403, this document is inadmissible as irrelevant because,
among other things, it does not form a basis of the instituted grounds, and its
probative value is outweighed by other considerations including prejudice,
confusion and waste of time. Under FRE 901/902, this document lacks
authentication and is not self-authenticating because it lacks sufficient indicia that
the exhibit is what it purports to be.

VI. Exhibit 1085

Under FRE 401/402/403, this document is inadmissible as irrelevant because,
among other things, it does not form a basis of the instituted grounds, and its
probative value is outweighed by other considerations including prejudice,
confusion and waste of time. Under Rule 104(b)(5), this document is inadmissible

because it should have been included with the Petition.

VII. Exhibit 1087

Under FRE 401/402/403, this document is inadmissible as irrelevant because,
among other things, it does not form a basis of the instituted grounds, and its
probative value is outweighed by other considerations including prejudice,
confusion and waste of time. Under FRE 901/902, this document lacks
authentication and is not self-authenticating because it lacks sufficient indicia that

the exhibit is what it purports to be.
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VIII. Exhibit 1088

Under FRE 401/402/403, this document is inadmissible as irrelevant because,
among other things, it does not form a basis of the instituted grounds, and its
probative value is outweighed by other considerations including prejudice,
confusion and waste of time. Under FRE 901/902, this document lacks
authentication and is not self-authenticating because it lacks sufficient indicia that
the exhibit is what it purports to be.

IX. Exhibit 1089-1092

Under FRE 401/402/403, these documents are inadmissible as irrelevant
because, among other things, they do not form a basis of the instituted grounds, and
their probative value are outweighed by other considerations including prejudice,
confusion and waste of time. Under Rule 104(b)(5), these documents are

inadmissible because they should have been included with the Petition.

X.  Exhibit 1093
Under FRE 602/701/801/802 and 37 C.F.R. § 42.61, this document includes

testimony that is not shown to be based on first-hand knowledge, is based on
speculation, and constitutes and contains inadmissible hearsay. Under FRE and 37
C.F.R. § 42.65, this document, including for example and without limitation
paragraphs 7, 8, 13, 16-20, 22, 23-35, 37, 40-48, 51-52, 58-61, 63-66, 69-72, 75, 76,

79, 80, and 83, is inadmissible to the extent that it is conclusory and does not disclose
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bases for the opinions offered therein. Petitioner relies on this exhibit to prove the
truth of the matter asserted therein, but it fails to meet the requirements of any
hearsay exception or exemption under FRE 803-807. Under FRE 401/402/403/702,
this document, including for example and without limitation the paragraphs
identified earlier in this objection, includes testimony that is not reliable and not
relevant to the instituted review, because, among other things, it has not been shown
that the purportedly expert declarant is qualified to testify competently regarding the
matters the opinions are said to address, or that the declarant’s testimony is based on
sufficient facts or data or arrived at by reliable legal or art principles, procedures, or
methods reliably applied to the facts of this case, or that the declarant’s opinion will
assist the trier of fact to understand the evidence or to determine any fact in issue
and does not have a greater potential to confuse and/or mislead than to enlighten.
Under FRE 401/705 and 37 C.F.R. § 42.65, this document does not disclose
underlying facts and data. Under FRE 401/705 and 37 C.F.R. § 42.65, this document
includes testimony on patent law and practice. Under Rule 104(b)(5), this document

includes testimony that should have been included with the Petition.

Date: July 21, 2025 Respectfully submitted,
Cooley LLP BY: /Sanya Sukduang/
ATTN: Patent Group Sanya Sukduang

1299 Pennsylvania Ave., NW Reg. No. 46,390

Suite 700 Counsel for Patent Owner

Washington D.C. 20004
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Tel: (202) 776-2982
Fax: (202) 842-7887
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CERTIFICATE OF SERVICE
I, Sanya Sukduang, hereby certify that on July 21, 2025, the foregoing

PATENT OWNER’S OBJECTIONS PURSUANT TO 37 C.F.R. § 42.64(b)(1)
were served electronically via email on the following counsel of record for Petitioner

as follows:

Nathanael Luman

Eric S. Furman

Philip J. Minnick

KNOBBE, MARTENS, OLSON, & BEAR, LLP
2nrl@knobbe.com

2esf@knobbe.com

2pjm@knobbe.com
BoxDRFPGL.001LP@knobbe.com

DATED: July 21, 2025 /Sanya Sukduang/

Sanya Sukduang
Reg. No. 46,390




