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L. INTRODUCTION

Pursuant to the Board’s October 17, 2025 email, Patent Owner (“PQO’’) submits
this sur-reply claim construction brief regarding “single sample volume.” EX3003.

The Board need not construe the term “single sample volume™ because there is
no controversy over its construction and the term should be given its plain and
ordinary meaning. The claimed “single sample volume” includes a droplet or any
other type of volume, such as a tube or bottle. Nonetheless, claim 1’s concluding
“wherein” clause limits to the claim scope by requiring that “the analytes are
amplified in the single volume.” Accordingly, the claims, as a whole, exclude the
embodiment of “single sample volume” that is subsequently partitioned into droplets
in which amplification is then performed. As PO explained in its responsive brief
(Paper 29), this understanding is confirmed by not only the claim language itself, but
also the intrinsic record. By contrast, Petitioner’s interpretation of the claim—that
the single sample volume includes volumes subsequently partitioned into droplets for
amplification—contradicts the claim language and intrinsic record, and improperly
elevates purported extrinsic evidence over the intrinsic record in violation of Phillips
v. AWH Corp., 415 F. 3d 1303 (Fed. Cir. 2005) (en banc).

Accordingly, the Board should reject Bio-Rad’s arguments and interpret
“single sample volume” according to its plain and ordinary meaning, where
amplification occurs within the single sample volume (i.e., a droplet).
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II. ARGUMENT

A. PO’s Claim Interpretation Has Not Changed

The scope of the claimed “single sample volume” must be interpreted in view
of the claim as a whole. As PO has asserted all along, the “wherein” clause requires
that amplification occurs in the “single sample volume.” When viewed in isolation,
however, i.e., without considering the “wherein” clause, the lone term “single sample
volume” can include volumes that are subsequently partitioned into droplets. While
Petitioner characterizes these two points as being inconsistent, they merely reflect the
principle that “[p]roper claim construction[.]..demands interpretation of the entire
claim in context, not a single element in isolation[.]” Siemens Indus. Software Inc. v.
Synopsis, Inc., IPR2021-01212, Paper 32 at 12 (PTAB Jan. 11, 2023) (quoting
Hockerson-Halberstadt, Inc. v. Converse Inc., 183 F.3d 1369, 1374 (Fed. Cir. 1999))
(quotation marks omitted).

Thus, to be clear, PO has not “abandoned” its consistent interpretation of the
claims: amplification must occur in the single sample volume, whether a droplet,
tube, or bottle. See Paper 30 at 1. And Petitioner has not pointed to any “evidence in
the claim language, specification, [or] file history” suggesting that amplification
occurs in a single sample volume that is subsequently partitioned into droplets. Id.

Because there is none.
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Accordingly, no construction of “single sample volume” is required, so long as
the claims as a whole are interpreted to require amplification in the single sample

volume. Siemens, [PR2021-01212, Paper 32 at 12.

B.  Separation Does Not Affect the Proper Claim Interpretation

Petitioner’s argument regarding “separation” is that the specification and
claims cover detection with or without partitioning the single sample volume. Paper
30 at 2. As PO explained in its responsive brief, Petitioner’s interpretation of
“separation” in the file history is incorrect (Paper 29 at 9) so Petitioner now instead
points to the specification’s use of “separation” and Dr. Batt’s regurgitation of the
same. Paper 30 at 2 (citing EX1043, 9914-15). But ultimately, even though “single
sample volume” on its own is a broad term, the discussion of separation “has
minimal impact on the claim scope as a whole given the ‘wherein’ clause.” Paper 29

at 9. Petitioner’s argument completely ignores this point.

C. Petitioner Does Not Address How the “Wherein” Clause Affects
Claim Scope

Rather than address PO’s explanation of the “wherein” clause and the
requirement it imposes on the claimed “single sample volume”—that amplification
must occur in the “single sample volume”—Petitioner merely argues Larson
discloses this feature. Paper 30 at 3. This argument exceeds the scope of what the
Board authorized in this briefing, and Larson’s teachings do not bear on how “single

sample volume” should be construed. Moreover, PO has explained in detail in its
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Response and Sur-Reply why Larson fails to anticipate the claims or render them
obvious.

Petitioner continues to argue that Larson discloses detecting multiple analytes
in a purported single sample volume that is subsequently partitioned into droplets.
Paper 30 at 3. But this completely ignores the “wherein” clause. When properly
accounting for the “wherein” clause, Larson clearly does not teach (and indeed
teaches away from) analyzing droplets having more than one analyte in the volume
where amplification occurs. And indeed, although Petitioner disputes such teachings
in Larson here, Petitioner took the exact opposite position when arguing the validity
U.S. Patent No. 9,127,310, which is a continuation of Larson and shares the same
specification. There, Petitioner represented to the Board that “the teachings of the
’310 Patent[] state that[] in order to successfully perform multiplex PCR, not only
must each droplet contain only one DNA template but it should preferentially be
single stranded.” Dropworks, Inc. v. Bio-Rad Labs., Inc., IPR2021-00212, Paper 6 at
36 (PTAB Mar. 8, 2021) (emphasis added). And, quoting U.S. Patent No. 9,127,310,
Petitioner argued that “[h]aving only one haploid genome (i.e., one allele) per droplet
gives droplet PCR advantages over standard singleplex or multiplex PCR in tubes or

microwells” and that this distinguished the prior art. /d.
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Accordingly, Petitioner’s new arguments regarding Larson are not only
irrelevant and improper, they are wrong and contrary to Petitioner’s representations
to the Board in other matters. Thus, the Board should reject them.

III. CONCLUSION

As explained above and in PO’s responsive brief, the claim scope as a whole
requires that the analytes are amplified in the single sample volume, ultimately
precluding the claims from covering amplification in a sample and then subsequently
partitioning the sample into droplets. The Board should reject Petitioner’s
interpretation to the contrary.

Respectfully submitted,

Dated: November 14, 2025  /Jesse A. Salen/
Jesse A. Salen (Reg. No. 72,209)
SHEPPARD, MULLIN, RICHTER &
HAMPTON LLP
12275 El Camino Real, Suite 100
San Diego, California 92130-4092
Tel.: (858) 720-8900
jsalen@sheppardmullin.com

Attorney for Patent Owner



[PR2024-01451
PO’S CLAIM CONSTR. SUR-REPLY

CERTIFICATE OF SERVICE
I certify that the foregoing document was served in its entirety on Petitioner’s
counsel of record as follows:

Derek C. Walter (lead counsel) Matthew Johnson (back-up counsel)

dwalter@jonesday.com mwjohnson@jonesday.com
Jones Day Jones Day

555 California Street, 26™ Floor 500 Grant Street, Suite 4500
San Francisco, CA 94104 Pittsburgh, PA 15219

Dated: November 14, 2025

[Jesse A. Salen/
Jesse A. Salen (Reg. No. 72,209)
Attorney for Patent Owner




