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I. INTRODUCTION

The Board should deny institution. First, the Petition relies on the exact same
prior art disclosures and arguments already fully considered by the Patent Office,
meriting discretionary denial under Section 325(d). Second, on the merits, the Patent
Office got it right: Petitioner’s primary reference for all grounds, Garrison, does not
disclose a “valve [] configured to be closed while negative pressure is generated in
the first and second chambers,” as recited in all of the independent claims of the 691
Patent. Because the remaining challenged dependent claims depend either directly
or indirectly from those independent claims, Petitioner’s attacks for those also fail.!

Every independent claim of the 691 Patent recites, inter alia, an “aspiration
system” comprising “an aspiration pump in communication with a first chamber,”
“a second chamber,” and a “valve [] configured to be closed while negative pressure
is generated in the first and second chambers.” EX1001, Claims 1, 14, 23, 28.
Grounds 1 and 2 rely on Garrison (EX1006) alone. Petition (Paper 2), p.23.
Similarly, Grounds 3-8 cite Garrison as the primary reference and simply refer to the

Petition’s application of Garrison to Claim 1 for the limitations requiring a negative

! There are additional independent reasons that the claims are patentable over the
Petitioner’s cited art, but Patent Owner focuses here on deficiencies that are common

to all of Petitioner’s grounds.
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pressure to be generated in both a first and second chamber. Petition, pp.26-30, 35-
36, 80, 83, 86. The Petition does not rely on or cite any other reference or make any
further arguments for those key limitations.

But the Patent Office already determined during prosecution of a parent
application of the 691 Patent that a Garrison disclosure (specifically the “Garrison
>788 publication” (EX2003)) with substantially and materially the same disclosure
as the Garrison reference relied on by Petitioner here does not render those
limitations unpatentable. During prosecution of the “Parent 315 Application,” the
Patent Office did not maintain a rejection of a pending claim over the Garrison ’788
publication after applicant amended the claim to include a “valve [] configured to be
closed while negative pressure is generated in the first and second chambers”?
because the Garrison publication did not disclose or render obvious this limitation.
EX2002, pp. 64-70, 102. Accordingly, the Patent Office has previously considered
the same disclosure as the Garrison reference Petitioner relies on here and
determined that it does not disclose an “aspiration system” comprising “an aspiration

99 ¢¢

pump in communication with a first chamber,” “a second chamber,” together with a

“valve [] configured to be closed while negative pressure is generated in the first and

2 All emphasis added unless otherwise noted.
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second chambers,” limitations that are also recited in every independent claim of the
challenged *691 Patent. EX2002, pp. 64-70, 102.

Not only that, but, during prosecution of the 691 Patent, the Patent Office
considered the exact Garrison reference cited in the Petition along with Petitioner’s
other cited art (or materially identical art). Indeed, Petitioner does not dispute that
all of Garrison, Hartley, and Goff were before the Patent Office during prosecution
of the ’691 Patent itself. Petition, p.88; EX1002, p.323 (citing Garrison), p.364
(citing Goff), & p.360 (citing Hartley). As to Petitioner’s final cited reference, Aklog
(EX1005), the Office considered Aklog’s parent (EX1019), which includes the
identical figures and description upon which Petitioner now relies. EX2001, q999-
102. The Patent Office has therefore already considered all of the Petitioner’s cited
prior art or the same disclosures as are found in them—and has found that limitations
recited in the independent Claims 1, 14, 23, and 28 of the 691 Patent are patentable
over everything relied on in the Petition. Patent Owner accordingly requests that the
Board exercise its discretion to deny the Petition under Section 325(d).

Additionally, apart from Section 325(d), the Board can and should deny the
Petition because Petitioner cannot demonstrate a reasonable likelihood that it will
prevail with respect to the patentability of any of Claims 1-31 of the 691 Patent.
Like the Patent Office has already determined, Garrison fails to disclose or render

obvious an aspiration system comprising “an aspiration pump in communication
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29 ¢¢

with a first chamber,” “a second chamber,” and a “valve [] configured to be closed
while negative pressure is generated in [both of] the first and second chambers,” as
recited in all independent claims of the 691 Patent. To the contrary, the purported
first chamber in Garrison, a receptacle (3100), is located downstream from (e.g.,
proximal to) Garrison’s aspiration pump such that Garrison’s aspiration pump
cannot generate negative pressure in that receptacle, as required by the claims.

As shown in the portion of Figure 32 annotated below, the alleged first

chamber, receptacle 3100, is located proximal to item 3125, a peristaltic pump:

Peristaltic Pump

EX1006, Fig. 32 (annotated).

That same configuration is also shown in Figure 34—a peristaltic pump
followed by a receptacle. In either case, the pump delivers fluid (e.g., blood) to the
receptacle via positive pressure such that the pump does not and cannot generate

negative pressure in the receptacle.
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Petitioner makes no argument that a POSITA would have modified Garrison
to arrive at “an aspiration pump in communication with a first chamber” and a “valve
[] configured to be closed while negative pressure is generated in the first and second
chambers,” as claimed, or that any other reference discloses or renders obvious those
limitations. Instead, Petitioner’s entire obviousness argument for those limitations
(Ground 2) rises and falls on whether Garrison itself discloses those limitations—
which it does not. Petition, p.24 n.2 (Gound 2 relying on the principle that
“anticipation is the epitome of obviousness”). Moreover, a POSITA also would not
have modified Garrison’s disclosed system to generate negative pressure in the
receptacle because the pump is intended to deliver blood to the receptacle to be easily
discarded or returned to the patient without disconnecting the aspiration source. This
is not possible if the receptacle is upstream from (proximal to) the aspiration source,
as required to generate negative pressure in the receptacle. EX2001, 988.

Accordingly, Petitioner fails to demonstrate that Garrison discloses that
“negative pressure is generated in the first and second chambers,” and does not
assert, let alone provide any evidence, that a POSITA would find those limitations
obvious over Garrison or any other combination of references. Every challenged
independent claim recites this, and Petitioner therefore fails to demonstrate a
reasonable likelihood that it would prevail with respect to the patentability of any

one of Claims 1-31 of the 691 Patent.
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Finally, the Petition should be denied under Section 314 to ensure efficiency
and fairness in view of the ongoing parallel litigation in District Court that includes
the same parties, claims, and issues, including claim construction.

For those and the following reasons, Patent Owner requests that the Petition
be denied.

II. BACKGROUND
A. Overview of the 691 Patent

The ’691 Patent is directed to improved aspiration systems with rapid
accelerated response for removing clot material from a blood vessel of a human
patient. EX1001, 4:17-19. The systems are particularly well-suited for treating
venous thromboembolism (“VTE”), a disease caused by blood clot formation in the
veins of the body that is, unfortunately, a leading cause of both death and disease
worldwide. Id. at 1:45-67; EX2001, 4930, 32. Pulmonary embolism (“PE”) and deep
vein thrombosis (“DVT”) are common and particularly dangerous types of VTE.
EX1001, 1:45-67; EX2001, 433. DVT is a type of blood clot that typically forms in
the deep veins of a limb, such as the leg, and can develop into PE if portions of the
clot break off and migrate to the pulmonary system. EX1001, 1:45-67; EX2001, §33.
PE is a life-threatening condition that occurs when a clot breaks free and becomes
lodged in the arteries of the lungs, blocking the oxygenation of blood necessary to

sustain the entire body. EX1001, 1:45-67; EX2001, 433.
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VTE has traditionally been treated with drugs (thrombolytic agents) or
invasive surgeries. EX1001, 2:1-33; EX2001, 934. However, these approaches have
their drawbacks. For example, thrombolytic agents do not always work, take hours
or even days to be successful, can cause hemorrhage of the blood vessel, and in many
patients thrombolytic agents cannot be used at all. EX1001, 2:28-32; EX2001, 9935-
36. Invasive surgical procedures involve exposing a patient to surgery and may be
traumatic to the patient. EX1001, 2:10-12. Even today, most commercially available
treatment systems do not use the type of rapid aspiration described in the *691 Patent,
instead employing a multitude of alternative solutions that have varying
disadvantages. EX2001, q37.

The 691 Patent discloses aspiration systems that pre-charge or store negative
(vacuum) pressure in chambers before applying the vacuum to an aspiration catheter
positioned near clot material (e.g., PE or DVT) in a blood vessel to rapidly generate
large suction forces (and corresponding fluid flow velocities) needed to effectively
aspirate and remove the clot material from the patient. EX1001, 4:34-50; EX2001,
937. The generated suction forces and corresponding fluid flow velocities are greater
than conventional systems, more effectively removing clot material, even clot
material that is strongly lodged or attached within the blood vessel, such as chronic

clots. EX 1001, 4:42-47, 10:14-27; EX2001, 37.
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The ’691 Patent’s claims recite an aspiration system with accelerated
response, including:
e an aspiration pump in communication with a first chamber;
e an aspiration catheter in fluid communication with the first chamber via
an aspiration tube;
e a second chamber between the aspiration pump and the aspiration
catheter; and
e a user-actuatable valve between the second chamber and the aspiration
catheter to connect or disconnect negative pressure, allowing pressure
to build up in the first and second chambers before connecting negative
pressure to the aspiration catheter to aspirate clot material.
EX1001, Claim 1; EX2001, 438. When the user-actuatable valve is opened to the
pre-charged negative pressure generated in the first and second chambers, the
vacuum is applied all at once to the aspiration catheter to generate rapid aspiration
and high flow rates that are needed to effectively remove and treat clot material.
EX2001, 938.
Figure 1 of the’691 Patent schematically shows an aspiration system including
a pressure source in fluid communication with an aspiration catheter via a user-

actuatable valve:
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EX1001, Fig. 1 (annotated); EX2001, 439. The 691 Patent describes that the
pressure source “can be a pump (e.g., an electric pump coupled to a vacuum
chamber) while, in other embodiments, the pressure source can include one or more
syringes that can be actuated or otherwise activated by a user...to generate and store
a vacuum therein.” EX1001, 7:33-38; EX2001, 940.

Figure 4 of the’691 Patent illustrates an example pressure source that includes

a first chamber and a second chamber in fluid communication with one another:
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12:46-48; EX2001, 942.
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EX1001, Fig. 4A (annotated); EX2001, 941. While the first chamber 464 is
illustrated as a syringe in Figure 4, the 691 Patent discloses that “the secondary

syringe 460 can comprise a pump or vacuum source other than a syringe.” EX1001,

10
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The pump operates to generate negative pressure in the first and second
chambers when the valve is closed such that the pressure is built up or charged in
the chambers. EX2001, 943; EX1001, 6:60-64. This happens when the “user-
actuatable valve” is closed so that the first and second chambers are fluidly
disconnected to the aspiration catheter. EX2001, 943; EX1001, 6:66-7:1. When the
valve is opened, the first and second chambers are fluidly connected to the aspiration
catheter. EX2001, 943; EX1001, 7:1-7:10. Fluid (e.g., clot and blood) is rapidly
aspirated into the second chamber by the built-up negative pressure in the second
chamber, typically in less than a second. EX2001, 943; EX1001, 7:1-22, 10:1-13,
18:52-57. As the pressure increases in the second chamber after opening the valve,
a pressure differential builds between the first and second chambers and causes fluid
to flow from the second chamber to the first chamber to aid in rapid aspiration.
EX2001, 943.

B. Claims
Every independent claim of the 691 Patent recites, inter alia, an “aspiration
system” comprising at least “an aspiration pump in communication with a first

29 ¢¢

chamber,” “a second chamber” and a “valve [] configured to be closed while
negative pressure is generated in the first and second chambers.”

Specifically, independent Claim 1 recites in full:

An aspiration system with accelerated response, comprising:

11
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an aspiration pump in communication with a first chamber;
a coupled assembly including:

an aspiration catheter configured for placement into fluid
communication with the first chamber by way of an aspi-

ration tube;

a second chamber in between the aspiration pump and the

aspiration catheter; and
a hemostasis valve; and

a user-actuatable valve between the second chamber and the as-
piration catheter, wherein the valve is configured to be closed
while negative pressure is generated in the first and second
chambers, and wherein the valve is configured to be opened after
the negative pressure is generated in the first and second cham-

bers;

wherein upon user actuation to open the valve with the negative
pressure having been generated in the first and second chambers,
fluid flow at least partially from the second chamber into the first

chamber causes rapid aspiration into the second chamber.

Independent Claims 14, 23, and 28 each recite those same limitations as Claim
1, in addition to other limitations, as follows:

[14./23./28.] An aspiration system with accelerated response,

comprising:

12
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an aspiration pump in communication with a first chamber;

dskok

an aspiration catheter configured for placement into fluid com-

munication with the first chamber by way of an aspiration tube;

a second chamber in between the aspiration pump and the aspi-

ration catheter

skokok

a user-actuatable valve between the second chamber and the as-
piration catheter, wherein the valve is configured to be closed
while negative pressure is generated in the first and second
chambers, and wherein the valve is configured to be opened after
the negative pressure is generated in the first and second cham-

bers;

wherein upon user actuation to open the valve with the negative
pressure having been generated in the first and second chambers,
fluid flow at least partially from the second chamber into the first

chamber causes ....

C. Prosecution History

Patent Owner filed the application that became the 691 Patent on March 7,
2023. In the only Office action, the Examiner rejected the pending independent
claims (then numbered 1 and 15) (i) for nonstatutory double patenting over parent
U.S. Patent No. 11,642,209 (“the 209 Patent”) and (i1) under 35 U.S.C. § 103 over

a combination of Heaton (EX1011) and Lockwood (EX1012). EX1002, pp.258-65.

13
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The Examiner found dependent Claims 6-10, 12, 17, and 18 allowable, and specifi-
cally observed that the prior art did not teach a coupled assembly including the sec-
ond chamber, the aspiration catheter, and a hemostasis valve or where the second
chamber is removably coupled between the aspiration pump and the catheter. /d. at
pp.268-69. In response, Patent Owner canceled independent claims 1 and 15, and
rewrote dependent Claims 6, 10, 17, and 18 in independent form. /d. at pp.245-53.
Those claims were subsequently allowed and issued as independent Claims 1, 14,
23, and 28, respectively, of the 691 Patent. Id. at 51-52.

During prosecution of the ’691 Patent, Patent Owner identified to the Office
every reference asserted by Petitioner in Grounds 1-8 or a related reference with
materially the same disclosure. Specifically, Garrison, Goff, and Hartley are cited in
Information Disclosure Statements (“IDSs”) (EX1002, pp. 323, 364, 360, respec-
tively) and appear on the face of the 691 Patent. Likewise, another IDS submitted
during the prosecution of the 691 Patent (EX1002, p.305) includes Aklog’s parent
(EX1019)—which, as described in detail below in Section III, contains the same
disclosure of Aklog relied on in the Petition.

The Examiner also substantively considered and discussed Garrison’s disclo-
sure during prosecution of U.S. Patent Application No. 17/865,315 (“the Parent *315
Application”), which is a parent of the *691 Patent. EX1001, p.2 (“Related U.S. Ap-

plication Data”). On the same day Applicant filed the 691 Patent (March 7, 2023),
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Applicant amended the claims in the Parent 315 Application in response to a final

Office Action. As shown in the following table the then pending claim 1 of the *315

Application is substantially similar to the 691 Patent’s original Claim 1:

Pending Claim 1 of the Parent ’315
Application at Time of 2/10/2023 Final
Office Action

Originally-Filed Claim 1 of the 691
Patent

An aspiration system with accelerated
response, comprising;:

An aspiration system with accelerated
response, comprising:

an aspiration pump in communication with
a first chamber;

an aspiration pump in communication with
a first chamber;

an aspiration catheter configured for
placement into fluid communication
with the first chamber by way of an
aspiration tube;

an aspiration catheter configured for
placement into fluid communication
with the first chamber by way of an
aspiration tube;

a second chamber in between the aspiration
pump and the catheter; and

a second chamber in between the aspiration
pump and the catheter; and

a valve between the second chamber and
the aspiration catheter, wherein the
valve is configured to be closed
while negative pressure is generated
in the first and second chambers, and
wherein the valve is configured to be
opened after the negative pressure is
generated in the first and second
chambers;

a user-actuatable valve between the second
chamber and the aspiration catheter,
wherein the valve is configured to be
closed while negative pressure is
generated in the first and second
chambers, and wherein the valve 1s
configured to be opened after the
negative pressure is generated in the
first and second chambers;

wherein upon opening of the valve with the
negative pressure in the first and
second chambers, fluid flow at least
partially from the second chamber
into the first chamber causes rapid
aspiration into the second chamber.

wherein upon_user actuation to open the
valve with the negative pressure
having been generated in the first
and second chambers, fluid flow at
least partially from the second
chamber into the first chamber
causes rapid aspiration into the
second chamber.
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EX1002, p.567; EX2002, p.2691. The two claims differ only in the portions
underlined above.

The same Primary and Assistant Examiners examined the Parent *315 Appli-
cation and the application that became the *691 Patent and recognized the similarity
of the claims in both applications. See EX1002, pp.258-60 (double patenting rejec-
tion); compare EX1001, p.1 with EX2002, p.10 (identifying same examiners). As
explained below in Section III, the Office expressly considered the Garrison *788
publication, which has the same disclosure and figures as the portions of Garrison
relied on by Petitioner here, during prosecution of the Parent 315 Application, for
instance.

The Examiner noted in an interview that an amendment “to more specifically
describe how fluid flows [in the system] overcome([s] the prior art” including the
Garrison *788 publication. EX2002, p.112. Then in response to an amendment add-
ing the limitation “the valve is configured to be closed while negative pressure is
generated in the first and second chambers, and wherein the valve is configured to
be opened after the negative pressure is generated in the first and second chambers,”
the Examiner found the rejections including the Garrison *788 patent moot and as-
serted other references. EX2002, p.71.

D. Claim Construction

Petitioner proposes a claim construction for a single term, “filament,” recited
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in Claims 3 and 23. This claim construction issue is not germane to Patent Owner’s
arguments here, and it is therefore not necessary at this time to analyze that claim
term. Patent Owner reserves the right to construe “filament” according to its plain
and ordinary meaning during the trial phase, if needed.?

E.  Person of Ordinary SKkill in the Art

Petitioner asserts that a POSITA has “an undergraduate degree in mechanical
engineering or a related engineering discipline and 2-4 years of catheter design ex-
perience.” Petition, p.20. This is insufficient to qualify as a POSITA. Nevertheless,
Patent Owner applies Petitioner’s definition herein as, even under this definition,
Petitioner has failed to meet its burden.

F. Garrison and the Garrison ’788 Publication

Garrison is the primary reference relied on by Petitioner in each of Grounds
1-8. The Office extensively analyzed the Garrison *788 publication which contains
the same disclosure as Garrison. The following summarizes the disclosure found in

both the Garrison reference (EX1006) relied upon by Petitioner (and disclosed in an

3 Petitioner has proposed the same construction for the term “filament” here as it did
in [PR2024-01157 (Paper 1). The construction of the term there mattered to the ar-
guments presented in opposition to the Petition there, so Patent Owner provided its

views on the proper construction of this term in [PR2024-01157 (Paper 5).
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IDS to the Examiner) and the Garrison *788 publication (EX2003; which the same
Examiner considered during prosecution of the Parent 315 Application and is sub-
stantively identical in relevant part to the Garrison reference relied upon by Peti-
tioner).

Garrison is generally directed to methods and devices for treating acute is-
chemic stroke caused by small clots in the cerebral arterial (rather than venous) vas-
culature. EX1006, 92; EX2003, 92; EX2001, 950. Garrison discloses various sys-
tems of devices for accessing the cerebral arterial vasculature (e.g. the middle cere-
bral artery (“MCA”) or intermediate cerebral artery (“ICA”)) through the common
carotid artery (“CCA”). EX1006, 450; EX2003, 945; EX2001, 950. The systems can
include an aspiration device or structure. EX1006, q130; EX2003, 9q84; EX2001,
950.

For example, Figure 32 of Garrison, which also is in Garrison *788 (Figure
15), discloses an arterial access device (also called an access sheath) connected to a
delivery location, such as a receptacle, via a flow line. EX1006, §131; EX2003, 485;
EX2001, q51. A source of aspiration, a filter, and a check valve are positioned

sequentially along the flow line:
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FIG. 32

EX1006, Fig. 32 (annotated), §131; EX2003, 85; EX2001, §51.

A POSITA would recognize the aspiration source 3125 as a peristaltic pump
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based on its depiction including compressible tubing and a rotatable shaft connected

to a rotor that carries multiple rollers for compressing the tubing:

MCA

Rotatable Shaft
Compressible

] - Tubing
\ Second Roller

Compressing
- Tubing

ICA

EX1006, Fig. 32 (annotated); EX2001, 952. The peristaltic pump operates by
rotating the shaft to rotate the rotor, such that the rollers compress the tubing to: (1)
generate negative pressure to draw fluid through the flow line 2025 through the inlet
of the pump, (2) transport the fluid through the pump, and (3) expel the fluid through
the outlet of the pump for delivery to the receptacle 3100. EX2001, 952.

Accordingly, negative pressure is only generated on the inlet side of the pump (e.g.,
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toward the catheter), and positive pressure is only generated on the outlet side of the
pump (e.g., toward the receptacle). /d.

The specifics of this configuration are important. In contrast to the 691 Pa-
tent, Garrison’s pump cannot generate negative pressure downstream of the outlet
with this arrangement, such as in the receptacle. Id. Instead, the pump would gener-
ate positive pressure in the receptacle if it were sealed, or the receptacle would re-
main at atmospheric pressure if the receptacle were vented. /d. Those are the only
two options. /d.

A POSITA would further understand the peristaltic pump to advantageously
contain blood entirely within the tubing as it moves through the peristaltic pump
such that the blood does not directly contact any of the pump parts which could lead
to contamination of the blood and require cleaning or disposal of the pump parts
contacting the blood as opposed to simply discarding just the tubing. /d. at 453.

Figure 33 of Garrison which also is in Garrison 788 (Figure 16), illustrates a
similar system to Figure 32 but further including a second and smaller catheter
inserted through the arterial access device and containing similar flow connections
to a second separate peristaltic pump and downstream receptacle via a separate flow

line:
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EX1006, Fig. 33 (annotated), 131; EX2003, 485; EX2001, 954.
Figure 34 of Garrison, which also is in Garrison *788 (Figure 17), illustrates

the connection of the flow lines from the arterial access device and smaller catheter
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to the peristaltic pump and downstream receptacle via a valve:

S

3‘\ 2030

Smaller Catheter
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Flow Line 2025 3325 3418 3419

3430  Penstaltic Pump

o0t “. Receptacle

Flow Line 2045

FIG. 34

EX1006, Fig. 34 (annotated), 132; EX2003, 486; EX2001, 955. The valve controls
which device—the arterial access device or smaller catheter—is connected to the

aspiration source. EX1006, §132; EX2003, 986; EX2001, q55. Specifically, the
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valve may enable one device, the other device, both devices, or neither device to be
connected to the aspiration source at any given time. EX1006, 4132; EX2003, 486;
EX2001, 955.

Garrison discloses that “receptacle 3100 and source of aspiration 3125 may
be separate or may be combined into a single device such as a syringe.” EX1006,
131; EX2003, 985. Garrison further distinguishes an aspiration pump from a sy-
ringe as an aspiration source. EX2001, 456. For example, Garrison discloses the sy-
ringe as a distinct alternative to the pump: the “active source of aspiration may be
an aspiration pump, a regular or locking syringe, a hand-held aspirator, hospital suc-
tion, or the like.” EX1006, 9134; EX2003, q88; see also, EX1006, 471 (“aspiration
source such as a pump or a syringe”).

Figure 36 of Garrison which also is in Garrison *788 (Figure 19), discloses a
“pump device” 3250 that can be configured to return blood to the central venous
system in real time. EX1006, q9136-137; EX2003, 4990-91. This pump device is
connected to either of the flow line of (a) the arterial access device or (b) smaller
inner catheter, or both, and further includes a housing (3215) that encloses a chamber

(3220) that is not fluidically connected to the catheter:

24



[PR2024-01257
Patent Owner’s Preliminary Response

3250
/

3210
Check
3235 Valve
3125
Chamber 3220 =]
|~ 3215
Expandable
L~ 3210 Portion of Flow
Vacuum Source v Line
8540 — 3125
Check
3235 Valve
Flow Line
2025
1 ouT
FIG. 36

EX1006, Fig. 36 (annotated), §136; EX2003, 990; EX2001, q57. The chamber 3220
is connected to a vacuum source 3230 configured to generate (1) negative pressure

in the chamber to cause the expandable portion of the flow line to expand to draw
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blood into the expandable portion through the upstream one of the check valves and
(2) subsequent normalized pressure in the chamber to permit the expandable portion
to contract to expel blood from the expandable portion through the downstream one
of the check valves. EX1006, 99136-137; EX2003, 9990-91; EX2001, 958. Thus,
like a peristaltic pump, the pump device operates to pull blood through an inlet and
subsequently expel blood through an outlet using positive pressure. EX2001, 458.
The pump device is “configured to return blood to the central venous system in real
time during the procedure, so there is no reservoir in which the blood remains static”
by operating the vacuum source so as to oscillate the expandable portion between
the expanded and retracted states to thereby drive fluid through the flow line via the
one-way check valves. EX1006, q136-137; EX2003, 9990-91; EX2001, 958.

III. THE PETITION SHOULD BE DENIED UNDER SECTION 325(d)

The Board should exercise its discretion to deny the Petition because “the
same or substantially the same prior art or arguments” were previously presented to
the Patent Office. 35 U.S.C. § 325(d). Here, Applicant cited Garrison and every other
reference or its substantial equivalent to the Office during prosecution of the *691
Patent claims. Further, the Office also substantively evaluated Garrison *788, which
is materially identical to Garrison, during the prosecution of the Parent *315 Appli-
cation where the Office found limitations identical to those challenged here to be

patentable over Garrison’s disclosure. The Petition offers nothing that the Office has
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not already considered and rejected.

A. Legal Standard

The Board applies a “two-part framework™ for evaluating whether to exercise
discretion under Section 325(d) as set forth in Advanced Bionics:
1. whether the same or substantially the same art previously was presented
to the Office or whether the same or substantially the same arguments previ-
ously were presented to the Office; and
2.  ifeither condition of the first part of the framework is satisfied, whether
the petitioner has demonstrated that the Office erred in a manner material to
the patentability of challenged claims.
Advanced Bionics, LLC v. MED-EL Elektromedizinische Gerdte GmbH, IPR2019-
01469, Paper 6 (P.T.A.B. Feb. 13, 2020) (hereinafter “Advanced Bionics”). As part
of evaluating this framework, the Board analyzes the six factors identified in Becton,
Dickinson & Co. v. B. Braun Melsungen AG, IPR2017-01586, Paper 8, 17-18
(P.T.A.B. Dec. 15, 2017) (precedential as to § III.C.5, first paragraph) (“Becton,

Dickinson”).*

* The Becton, Dickinson factors are: (a) the similarities and material differences be-

tween the asserted art and the prior art involved during examination; (b) the
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The Board considers Beckton, Dickinson factors (a), (b) and (d) under the first
part of the Advanced Bionics framework and Beckton, Dickinson factors (¢), (¢) and
(f) to address the second part of the framework and determine whether the Office
materially erred. Advanced Bionics, Paper 6, p.4. As set forth below, every factor
favors denial.

In Becton, Dickinson, the Board denied institution under Section 325(d) be-
cause the base reference asserted by the Petitioner had already been considered by
the Office in the same manner during the prosecution of the parent to the challenged
patent. [IPR2017-01586, Paper 8, p.28 (P.T.A.B. Dec. 15, 2017). The Board con-

firmed that citation of a reference in a signed IDS is sufficient for the reference to

cumulative nature of the asserted art and the prior art evaluated during examination;
(c) the extent to which the asserted art was evaluated during examination, including
whether the prior art was the basis for rejection; (d) the extent of the overlap between
the arguments made during examination and the manner in which a Petitioner relies
on the prior art or a Patent Owner distinguishes the prior art; (¢) whether a Petitioner
has pointed out sufficiently how the Examiner erred in its evaluation the asserted
prior art; and (f) the extent to which additional evidence and facts presented in the
Petitioner warrant reconsideration of the prior art or arguments. Becton, Dickinson,

Paper &, pp.17-18.
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be considered previously presented for purposes of Section 325(d), even absent sub-
stantive discussion of that reference by the Examiner or reliance upon it for an office
action. Decision Denying Institution of Inter Partes Review, Nu Mark LLC v. Fon-
tem Holdings 1, B.V., IPR2016-01309, Paper 11, pp.6-8 (P.T.A.B. Dec. 15, 2016);
Benitec Biopharma Ltd. v. Cold Spring Harbor Lab’y, IPR2016-00014, Paper 7,
p.10 (P.T.A.B. Mar. 23, 2016) (“‘An Examiner's initials on an IDS form ‘provides...a
clear record in the application to indicate which documents have been considered by

299

the examiner in the application.’”). The Board regularly denies institution where the
examiners substantively addressed the cited art during prosecution. See, e.g., Med-
tronic Corevalve LLC v. Speyside Med., LLC, IPR2021-00241, Paper 9 (P.T.A.B.
July 23, 2021); ZTE (USA) Inc. v. Fractus, S.A., Case IPR2018-01451, Paper 12
(P.T.A.B. Feb. 19, 2019).

B. Petitioner’s Asserted Art is Substantively Identical and Cumula-
tive to the Prior Art Previously Considered by the Office

The Office previously considered every one of Petitioner’s cited art, or a sub-
stantively identical and cumulative reference, during the prosecution of the 691 Pa-
tent and during the prosecution of related applications.

First, Petitioner’s art, or substantively identical references, is cited in IDS’s
before the Office during the prosecution of the *691 patent. Garrison, Petitioner’s

primary reference, Hartley, and Goff were explicitly cited in that IDS. EX1002,
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p.323 (citing Garrison), p.364 (citing Goff), & p.360 (citing Hartley). The same
IDS’s identify Aklog’s substantively identical parent. EX1002, p.340 (citing
Aklog’s parent). As such, these references were before the Office during prosecution
of the 691 Patent.

Second, Petitioner relies upon Garrison alone to argue that Claim 1 is not pa-
tentable, and Garrison serves as the base reference for all of Petitioner’s Grounds
directed to the remaining independent claims. Petition, p.23. But the Office has al-
ready considered the disclosure of Garrison and found that the same limitations re-
cited in Claim 1 here are patentable over the Garrison 788 publication, which in-
cludes the same relevant disclosure as Garrison. EX2001, 9995-98.

1. All of Petitioner’s cited art was before the Office during pros-
ecution.

Petitioner relies on Garrison alone or as the primary reference in combinations
with Hartley, Goff, and/or Aklog in Grounds 1-8. Petition, p.23. Garrison, Hartley,
and Goff were cited in an IDS and, as such, were before the Office during prosecu-
tion of the 691 Patent. EX1002, p.323 (citing Garrison), p.364 (citing Goff), &
p.360 (citing Hartley).

And, although Aklog itself is not cited in the IDS, the IDS cited Aklog’s par-
ent with disclosure that is identical to what is relied on in the Petition. EX1002, p.305

(identifying Aklog, EX1019); EX2001, 9999-102. Petitioner does not cite any
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disclosure from Aklog not before the 691 Examiner. See EX2001, 4999-102 (Peti-
tioner’s only cites to Aklog are for disclosures also contained in Aklog’s parent).’

Therefore, the Office considered all of Petitioner’s cited art during the prose-
cution of the 691 Patent. Advanced Bionics, Paper 6, pp.7-8 (“Previously presented
art includes ... art provided to the Office by an applicant, such as on an [IDS]”); Nu
Mark LLC, Paper 11, pp.6-8; Benitec Biopharma Ltd., Paper 7, p.10 (“An Exam-
iner’s initials on an IDS form ‘provides...a clear record in the application to indicate
which documents have been considered by the examiner in the application.’”).

2. Garrison’s disclosure cited in Petition is identical and cu-

mulative to the disclosure of the Garrison ’788 Publication
previously considered by the Office.

The Office expressly considered the same disclosure found in Garrison during
prosecution of the Parent 315 Application—a fact that Petitioner omits in its argu-
ments here. During prosecution of the Parent 315 Application, the Office rejected

the then-pending claims over the Garrison *788 publication. EX2001, 4992-95. As

3 Petitioner admits that the only additional disclosure in Aklog is directed to the use
of the embodiment shown in Figure 7 of Aklog to capture vegetive material dis-
lodged by another procedure, such as a procedure to remove a pacemaker lead. Pe-

tition, pp.87-88. See also EX1005, 18:56-20:27; EX2001, §100. Petitioner does not

cite to that description in the petition.
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shown below, the Garrison *788 publication discloses the same embodiments of Gar-

rison that Petitioner relies on in the Petition:®

Disclosure of Garrison (EX1006) Relied
on By Petitioner for Claims 1, 14, 23,
and 28

Corresponding Disclosure of the
Garrison ’788 publication (EX2003)

See, e.g., Petition, p.33.

EX2003, Fig.2.

6 An accompanying description to the figures shown is provided in a complete com-

parison of the portions of the Garrison ’

788 publication to Petitioner’s cites in Mr.

Brown’s accompanying declaration. EX2001, 998.
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Disclosure of Garrison (EX1006) Relied
on By Petitioner for Claims 1, 14, 23,
and 28

Corresponding Disclosure of the
Garrison ’788 publication (EX2003)

MCA

FIG. 32
See, e.g., Petition, p.28.

MCA

EX2003, Fig.15.
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Disclosure of Garrison (EX1006) Relied Corresponding Disclosure of the
on By Petitioner for Claims 1, 14, 23, Garrison ’788 publication (EX2003)
and 28
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Disclosure of Garrison (EX1006) Relied Corresponding Disclosure of the
on By Petitioner for Claims 1, 14, 23, Garrison ’788 publication (EX2003)
and 28
See, e.g., Petition, p.27. EX2003, Fig.17.
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See, e.g., Petition, p.29. EX2003, Fig.36.

While the Garrison *788 publication does not include paragraph [0129] of Gar-
rison (see EX2001, 997), Petitioner itself admits that paragraph [0129] is cumulative
to other portions of Garrison that are found in the Garrison *788 publication. See
Petition, p.36 (referencing paragraph [0129] and reciting that “[t]hus, Garrison in-
cludes multiple disclosures of closing a valve to generate negative pressure and

opening the valve after the negative pressure is generated.”). Moreover, paragraph
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[0129] in Garrison merely recites a description of testing the flow rates of systems
with different catheter sizes to determine aspiration rates using the locking syringe
methodology described in paragraph [0134] of Garrison, which is found in the Gar-
rison *788 publication. EX2001, 997. Paragraph [0129] and does not recite any prior
art components, structure, or functions different than the identical disclosure of par-
agraph [0134] in Garrison *788 (e.g., paragraph [0088]). /d.

Accordingly, the Office had all of Petitioner’s cited art or materially identical
art before it during prosecution. For these reasons, the first Becton, Dickinson factor
weighs heavily in favor of denial and supports a finding that the first part of the
Advanced Bionics framework is satisfied. See Medtronic Corevalve, Paper 9, pp.9-
10. Indeed, institution can and should be denied on this reason alone. See R.J. Reyn-
olds Vapor Co. v. Fontem Holdings 1 B.V., IPR2017-01118 and IPR2017-01119,
Papers 8, 10, pp.4-5 (P.T.A.B. Oct. 4, 2017).

C. Garrison Is Wholly Cumulative of the Garrison ’788 Publication
Considered by the Office

There is complete substantive overlap between the disclosures of Garrison and
the Garrison *788 publication. EX2001, 4995-98; compare EX1006 with EX2003.
Petitioner’s other cited art is also identical or substantively identical to the art previ-
ously considered by the Office. See Section I11.B.1, supra. Accordingly, the second

Becton, Dickinson factor also weighs in favor of denial and further supports a finding
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that the first prong of the Advanced Bionics framework is satisfied because the art
cited in the Petition is at most wholly cumulative of what the Office previously con-
sidered.

D.  Garrison’s Disclosure Was Substantively Considered During Ex-
amination

The third Becton, Dickinson factor also weighs in favor of denial because the
Office substantively evaluated Garrison’s disclosure during the prosecution of the
related Parent *315 Application including as a basis for rejection as set forth below.

As shown above, the Office effectively found the same limitation recited in
every independent claim of the 691 Patent patentable over Garrison’s disclosure
during prosecution of the Parent *315 Application. The Application’s original claim

1 recited “an aspiration system” comprising an “aspiration pump in communication

99 ¢¢

with a first chamber” “a second chamber,” as follows:

1. An aspiration system with accelerated response, comprising:

an aspiration pump in communication with a first chamber;

an aspiration catheter configured for placement into fluid communication with the first
chamber by way of an aspiration tube;

a second chamber in between the aspiration pump and the catheter; and

a valve between the second chamber and the aspiration catheter;

wherein upon opening of the valve with negative pressure in the first and second chambers,
fluid flow between the second chamber and the first chamber causes rapid aspiration

into the second chamber

EX2002, p.2691.
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On September 23, 2022, the Office rejected claim 1 over, inter alia, the
Garrison ’788 publication relying on Figure 15 and its accompanying text (which is
identical to Figure 32 of Garrison) as follows:

Garrison teaches an arterial access device (2010) connected to a receptacle (3100) and a
source of aspiration (3125), wherein the receptacle is connected to a flow line (2025) and a
valve (check valve (3419)) between the second chamber and the aspiration catheter (check
valve (3419) is located between aspiration source (3125) and aspiration catheter (3105), see
Figure 15), wherein upon opening of the valve with negative pressure (valve (3419) is a one way
check valve that passively opens with negative pressure from the pump (3125), see Paragraph
(0085])).

EX2002, p.126.

In response, the Patent Owner and Examiner conducted an interview, and the
Examiner agreed that “amending claims 1 and 10 to more specifically describe how
fluid flows” in the system “would overcome the prior art [including Garrison *788
patent].” EX2002, p.112. To that end, Patent Owner amended Claim 1 to recite that
“the valve 1s configured to be closed while negative pressure is generated in the first

and second chambers, and wherein the valve is configured to be opened after the

negative pressure is generated in the first and second chambers” as follows:
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1. (Currently Amended) An aspiration system with accelerated response, comprising:

an aspiration pump in communication with a first chamber;

an aspiration catheter configured for placement into fluid communication with the first
chamber by way of an aspiration tube;

a second chamber in between the aspiration pump and the catheter; and

a valve between the second chamber and the aspiration catheter, wherein the valve is

configured to be closed while negative pressure is generated in the first and second

chambers, and wherein the valve is configured to be opened after the negative

pressure is generated in the first and second chambers;

wherein upon opening of the valve with the negative pressure in the first and second

chambers, fluid flow between-at least partially from the second chamber and-into

the first chamber causes rapid aspiration into the second chamber.

EX2002, p.102.

The Examiner then found the rejections on the basis of the Garrison *788 pub-
lication moot and issued a final Office action with rejections based on other refer-
ences. EX2002, pp.64-70. The Examiner noted that claim 2, which depended from
claim 1, as amended above, would be allowable if rewritten in independent form as
to overcome the rejections on the basis of the other non-Garrison references. /d. In
other words, the Office explicitly considered the disclosure of Garrison relied on by
Petitioner here during prosecution of the Parent *315 Application and allowed claims
reciting, inter alia, “the valve is configured to be closed while negative pressure is
generated in the first and second chambers, and wherein the valve is configured to
be opened after the negative pressure is generated in the first and second chambers.”

The same Examiners examined both the Parent 315 Application and the 691
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Patent and recognized the similarity of the claims in both applications—issuing a
nonstatutory double patenting rejection during the 691 Patent’s prosecution over
claims in the Parent *315 Application. EX1002, pp.258-60. Indeed, just like the
amended claim 1 (and allowable claim 2) of the Parent *315 Application found pa-
tentable over the Garrison *788 publication, every independent claim of the 691
patent recites “the valve is configured to be closed while negative pressure is gener-
ated in the first and second chambers, and wherein the valve is configured to be
opened after the negative pressure is generated in the first and second chambers.” In
sum, the Office determined that a claim reciting this limitation is patentable over the
Garrison ’788 publication. EX2002, pp.112, 64-70 (Garrison-based rejections
moot). Yet, the Petition relies solely on substantively identical disclosures in Garri-
son.

The Office also considered another Garrison reference, U.S. Patent Applica-
tion No. 2016/0220741 (“Garrison *741”) (EX2004), in continuation applications of
the 691 Patent, specifically U.S. Patent Application No. 17/865,280 (“’280 appli-
cation”). EX2005, pp.3-8 (non-final office action from ’280 application rejecting
claims as anticipated by Garrison ’741). Garrison 741 even incorporates the Garri-
son reference relied on by the Petitioner. See EX2004, [0002] (“This application is
also related to the following U.S. patent applications, which are incorporated by ref-

erence in their entirety: (1) U.S. patent application Ser. No. 14/576,953, filed Dec.
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19, 2014.”). The Office plainly knew of Garrison’s disclosure and has substantively
evaluated it numerous times.

Therefore, the third Becton, Dickinson factor weighs in favor of denial be-
cause the Office substantively considered Garrison’s disclosure.

E. Petitioner’s Arguments Regarding Garrison Are Nearly Identical
to the Issues Previously Considered by the Office

Where, as here, the Petitioner relies on the same art considered during prose-
cution, the Board need not evaluate the fourth Becton, Dickinson factor. Medtronic
CoreValve, IPR2021-00241, Paper 9, p.10. However, if the Board were to evaluate
this factor, it should find that it weighs in favor of denial. Here, Petitioner’s argu-
ments regarding Garrison are nearly identical to the issues raised during the prose-
cution of the Parent *315 Application when the Office substantively evaluated the
Garrison *788 publication with respect to the exact claim limitations also recited in
every independent claim of the *691 Patent.

As explained in Section III.D, supra, the Office, determined that a claim re-
citing, inter alia, “the valve is configured to be closed while negative pressure is
generated in the first and second chambers, and wherein the valve is configured to
be opened after the negative pressure is generated in the first and second chambers,”
(recited in every challenged independent claim) is patentable over the Garrison *788

publication, which includes substantively identical disclosure of Garrison here.
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EX2002, pp.112, 64-70.
Therefore, the fourth Becton, Dickinson factor weighs in favor of denial and
supports a finding that the first part of the Advanced Bionics framework is satisfied.

F.  Petitioner Ignores the Prior Consideration of Garrison

The fifth Becton, Dickinson factor concerns whether Petitioner has demon-
strated the Examiner erred in evaluating the asserted prior art. Advanced Bionics,
[PR2019-01469, Paper 6, pp.10-11. “[I]f the alleged error is a disagreement with a
specific finding of record by the Office, then ordinarily the petitioner's required
showing of material error must overcome persuasively that specific finding of rec-
ord.” Id. Petitioner makes no such showing. Indeed, the Petition makes no attempt
to do so, and misleadingly argues that the “Examiner primarily relied on prior art for
treating wounds on the skin surface” rather than “prior art relied upon in [the Peti-
tion] which is all related to aspiration catheters.” Petition, pp.88-89. But the same
Examiner substantively evaluated Garrison’s disclosure (a so-called ‘“‘aspiration
catheter” reference) in a related application, and all of the references cited in the
Petition (or their equivalent), including Garrison, were before the Office during pros-
ecution of the 691 Patent. See Sections III.B. and II1.D., above.

Petitioner has not made a showing of material error. Thus, the fifth Becton,

Dickinson factor weighs in favor of denial.

42



[PR2024-01257
Patent Owner’s Preliminary Response

G. Petitioner Presents No Additional Evidence or Facts Warranting
Reconsideration of Garrison

Petitioner does not provide any evidence or facts or articulate any argument
warranting a reconsideration of Garrison’s disclosure. Petitioner’s expert report in
support of its Petition does not provide such evidence. See Regeneron Pharms., Inc.
v. Kymab Ltd., IPR2019-01578, Paper 9, p.15 (P.T.A.B. Apr. 1, 2010) (“Petitioner
asserts that Dr. DeFranco's Declaration is new evidence that was not previously
before the Office and warrants ‘serious consideration.’ ... But the fact that an expert
declaration was not before the Examiner during prosecution does not itself
demonstrate that the Examiner erred.”).

Nor does Petitioner’s reliance on combinations that add Hartley, Goff, and/or
Aklog in combination with Garrison provide sufficient reason to reconsider
Garrison’s disclosure because Garrison is the only reference cited for the limitations
“the valve 1s configured to be closed while negative pressure is generated in the first
and second chambers, and wherein the valve is configured to be opened after the
negative pressure is generated in the first and second chambers,” as recited in every
independent claim. The Office has already evaluated Garrison’s disclosure with
respect to these claim limitations. See Section II1.D, supra. All of the other cited art
in the Petition was also before the Office. Section III.B, supra. Thus, the final

Becton, Dickinson factor weighs in favor of denial.
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All of the Becton, Dickinson factors weigh in favor of denial. Instituting the
proceeding would thus present an undue “burden and expense to Patent Owner in
having to defend the...patent based on substantially the same prior art or arguments
already considered by the Office.” Nu Mark LLC, IPR2016-01309, Paper 11, p.11.
Patent Owner accordingly requests that the Board exercise its discretion to deny the
Petition under Section 325(d).

IV. CLAIMS 1-2, 5-6,10-11, AND 13 ARE NOT ANTICIPATED BY GAR-
RISON (GROUND 1)

Even if the Board does not exercise its discretion to deny institution of the
Petition under Section 325(d), it should deny institution because Petitioner has failed
to show that it has a reasonable likelithood of success on any challenged claim
because none of the cited art discloses or renders obvious where “negative pressure
is generated in the first and second chambers” as the *691 Patent requires.

Beginning with Ground 1, anticipation requires that “each and every element
of the claimed invention” must be disclosed either explicitly or inherently and the
“elements must be arranged or combined in the same way as in the claim” in a single
reference. In re Gleave, 560 F.3d 1331, 1334 (Fed. Cir. 2009) (internal quotation
marks and citation omitted).

Here, Garrison fails to disclose the aspiration system of Claim 1 including “an

aspiration pump in communication with a first chamber” wherein “the valve is
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configured to be closed while negative pressure is generated in the first and second
chambers, and wherein the valve is configured to be opened after the negative
pressure is generated in the first and second chambers™ [limitation [1D] identified
by Petitioner] or wherein “upon user actuation to open the valve with the negative
pressure having been generated in the first and second chambers, fluid flow at least
partially from the second chamber into the first chamber causes rapid aspiration into
the second chamber” [limitation [1E] identified by Petitioner], as recited in Claim 1.
The same limitations are included in the other independent claims (Claims 14, 23,
and 28), as discussed below. The dependent claims incorporate each of these
limitations, as well.

Petitioner fails to identify any embodiment of Garrison that discloses (or
renders obvious) an aspiration system including an aspiration pump in which
negative pressure is generated in a first chamber and a second chamber when a valve
is closed, or that the valve is opened with negative pressure having been generated
in the first and second chambers to cause rapid aspiration. Rather, Garrison discloses
an aspiration pump that is positioned upstream of a receptacle such that the pump
delivers fluid (e.g., blood) to the receptacle via positive pressure and thus cannot
generate negative pressure in the receptacle. This allows the blood to be easily
discarded from the system via the receptacle or reintroduced into the patient from

the receptacle without disconnecting the aspiration source.
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A.  Garrison Does Not Disclose “Wherein the Valve Is Configured to
be Closed While Negative Pressure Is Generated in the First and
Second Chambers, and Wherein the Valve Is Configured to be
Opened After the Negative Pressure Is Generated in the First and
Second Chambers”

1. Garrison discloses an aspiration pump that generates posi-
tive pressure in a “first chamber” rather than negative
pressure, or a “first chamber” that remains at atmospheric
pressure if it is vented.

Petitioner points to embodiments illustrated in and described with reference
to Figures 32-36 of Garrison to support its assertion that Garrison anticipates Claim
1, but those embodiments do not disclose that “negative pressure is generated in the
first and second chambers” in combination with the other claim limitations. Petition,
pp.24-29. Instead, whenever Garrison discloses a pump in the embodiments
identified by Petitioner—whether a peristaltic pump as shown in Figures 32-34, a
centrifugal pump, or the pump device 3250 shown in Figure 36—the pump is
positioned to draw fluid through an inlet and expel the fluid out of an outlet via
positive pressure to a downstream delivery location such as a receptacle or blood
return line. Such a pump would not and could not generate negative pressure in the
downstream delivery location (the receptacle the Petition alleges is the first
chamber) for multiple reasons—and therefore would not generate negative pressure
in any “first chamber” identified by Petitioner.

First, Petitioner’s argument for Figures 32-33 of Garrison that the source of

aspiration 3125/3425 and the receptacle 3100/3105 disclose an “aspiration source”
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and a “first chamber,” respectively, as claimed fails because when the source of
aspiration 3125/3425 is a pump, the pump is a peristaltic pump (commonly referred
to as a roller pump (EX2001, 965)) positioned upstream of the receptacle 3100/3105

that delivers fluid to the receptacle 3100 via positive pressure:
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EX1006, Figs. 32-33 (annotated); EX2001, 465; Petition, p.28.
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A POSITA would recognize the aspiration source 3125/3425 as a peristaltic
pump based on its depiction including compressible tubing and a rotatable shaft

connected to a rotor that carries multiple rollers for compressing the tubing:

Rotatable Shaft
Compressible
Z Tubing
ICA A k
ECA =
First \
Roller Second Roller
| Compressing
-~ Tubing
. |
s = Rotor Outlet

EX1006, Fig. 32 (annotated); EX2001, q966-67. The peristaltic pump operates by
rotating a shaft to rotate the rotor such that the rollers compress the tubing to: (1)
generate negative pressure to draw fluid through the flow line 2025 through the inlet
of the pump (labeled above), (2) transport the fluid through the pump, and (3) expel
the fluid through the outlet of the pump (labeled above) for delivery to the receptacle

3100/3105. EX2001, 967.

50



[PR2024-01257
Patent Owner’s Preliminary Response

Therefore, even if the valve 3325 of Figure 34 of Garrison were somehow
incorporated into the embodiments of Figures 32-33, the peristaltic pump 3125/3425
would prevent negative pressure from being built up in the receptacle 3100/3105
when the valve was closed and would instead (1) build up positive pressure in the
receptacle via its fluid connection to the positive pressure outlet of the pump if the
receptacle was sealed or (2) maintain atmospheric pressure in the receptacle if the
receptacle was vented. Id. at 968. That is, with the peristaltic pump (or any pump)
positioned upstream of the receptacle, the only configuration taught or logical in
view of Garrison, positive pressure rather than negative pressure is generated in the
receptacle or the receptacle remains, at most, at atmospheric pressure if vented to
atmosphere. Id. Accordingly, the embodiment shown in Figures 32-33 does not
generate negative pressure in the receptacle 3100/3105, which Petitioner asserts is
the claimed “first chamber.”

Petitioner’s citation to Garrison’s disclosure that the “receptacle 3100 and
source of aspiration 3125 may be separate or may be combined into a single device
such as a syringe” is inapposite. Petition, p.28; EX1006, q131. Garrison provides
only a single example of a combined device comprising a syringe—which is not an
“aspiration pump” as recited in Claim 1. EX2001, 969. And nowhere does Garrison

disclose a combination of the receptacle 3100/3105 and the aspiration pump
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3125/3145 in which the aspiration pump is positioned to generate negative rather
than positive pressure or atmospheric pressure in the receptacle. /d.

Garrison’s disclosure that the “receptacle 3100 and source of aspiration 3125
may be separate or may be combined into a single device such as a syringe,”
(EX1006, 9131), means just that, namely, the receptacle and the source of aspiration
can be combined in a single device. EX2001, 470. It does not mean that when the
source of aspiration is an aspiration pump, the receptacle and aspiration pump are
combined and reconfigured such that negative pressure is generated in the receptacle
in contrast to the disclosed embodiments of an aspiration pump in Garrison. /d.

Petitioner’s second argument with reference to Figure 34 of Garrison that the
aspiration source 3430 discloses an “aspiration source” and a “first chamber” also
fails—and for the same reason. Petition, p.27. Just like in Figures 32 and 33, Figure
34 shows that when the source of aspiration is a pump, it is positioned upstream of
the receptacle to deliver fluid to the receptacle via positive pressure and thus cannot

generate negative pressure in that receptacle:
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EX1006, Fig. 34 (annotated); EX2001, §71.
Third, Garrison explains that “pumps such as centrifugal or peristaltic pumps
are known to cause damage to blood cells” before disclosing an aspiration pump

device 3250 in Figure 36 that “is configured not to harm blood cells.” EX1006,
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9135-136. A POSITA would understand based on this disclosure that the pump
shown in Figures 32-34 could be the illustrated peristaltic pump, a centrifugal pump,
or the pump shown in Figure 36, as each of these pumps operates similarly to draw
fluid into an inlet and expel the fluid out of an outlet. EX2001, 72. In each
embodiment, the pump would not and could not create a negative pressure in the
receptacle the Petition alleges is the first chamber.

For example, centrifugal pumps operate to draw fluid into an outlet and push
the fluid out of an outlet by the rotation of an impeller. /d. at §73. Accordingly, a
POSITA would have understood at the time of the invention that using a centrifugal
pump instead of the peristaltic pump shown in Figures 32-34 would have the same
result of generating positive pressure rather than negative pressure in the
downstream receptacle (or maintaining atmospheric pressure if the receptacle were
vented) because the centrifugal pump pushes fluid from the outlet to the receptacle
via the connection therebetween. /d.

The pump device 3250 illustrated in Figure 36 of Garrison would have the
same effect of generating positive pressure in the downstream receptacle in
Garrison’s system if it were substituted for the peristaltic pump shown in Figures
32-34. Id. at §74. Namely, the pump device 3250 operates to cause “blood to be
pulled into the expandable portion 3210 from the sheath side of the flow line, shown

by the ‘in’ arrow, as controlled by the check valves 3235...[and t]he check valves
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3235 cause[] the blood within the previously-expanded region of the flow line 2025
to be expelled towards location 3120, as shown by the ‘out’ arrow in FIG. 36.”
EX1006, q137. Thus, like a peristaltic pump and a centrifugal pump, the pump
device 3250 operates to pull blood through an inlet and subsequently expel the blood
out of an outlet in a manner that would pressurize a downstream receptacle rather
than generate negative pressure therein. EX2001, q74.

Moreover, Petitioner’s argument that the chamber 3220 of the pump device
3250 1s a “first chamber” is incorrect because the chamber 3220 is not “configured
for placement into fluid communication with the [the aspiration catheter] by way of
an aspiration tube,” as required in Claim 1. Petition, p.29; EX2001, 475. Rather, with
the chamber 3220 out of fluid communication with the flow line 2025 (which is in
fluid communication with the arterial access device or the smaller inner catheter):
(1) negative pressure in the chamber 3220 acts external to the expandable portion
3210 to cause the expandable portion 3210 of the flow line 2025 to expand to draw
blood into the expandable portion 3210 and (2) equalized pressure in the chamber
3210 acts external to the expandable portion 3210 to permit the expandable portion

3210 to contract to expel blood from the expandable portion 3210:

55



[PR2024-01257
Patent Owner’s Preliminary Response

lIN / 3250
3210
3235
3125
Chamber Not in \
Com;:rnli(::ation 3220 il °=
| _~ 3215
with Flow Line {
2025/3210 \
\ Expandable
E - 3210 Portion of Flow
' \ Line
\
\
\
\
\
\
\
\
\
\
\
\\
— 3125
3210
3235
Flow Line
2025
l ouT
FIG. 36

EX1006, Fig. 36 (annotated), §[0137]; EX2001, q75.
Therefore, whenever Garrison discloses an aspiration pump—whether a

peristaltic pump as shown in Figures 32-34, a centrifugal pump, or the pump device
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3250 shown in Figure 36—the pump is positioned to draw fluid through an inlet and
expel the fluid out of an outlet via positive pressure to a downstream delivery
location, such as a receptacle. EX2001, 976. Such a pump would not and could not
generate vacuum pressure in a downstream receptacle to which it delivers blood. /d.

Accordingly, Garrison fails to disclose (or render obvious, as discussed
below) the aspiration system of Claim 1 including *“an aspiration pump in
communication with a first chamber” and “the valve is configured to be closed while
negative pressure is generated in the first and second chambers....” Petitioner has
failed to demonstrate a reasonable likelihood that Garrison anticipates or renders
obvious Claim 1 for that reason alone.

2. Garrison’s locking syringe embodiments do not disclose the

generation of negative pressure in first and second cham-
bers in a system with an aspiration pump.

Because Petitioner cannot identify any embodiment of Garrison that discloses
an aspiration system including an aspiration pump in which negative pressure is
generated in first and second chambers when a valve is closed, Petitioner relies on
Garrison’s disclosure of using a locking syringe instead of a pump as the source of
aspiration. Petition, pp.45-47. Petitioner’s position is incorrect for two reasons: first
Garrison specifies that a syringe is not an aspiration pump; and second a syringe

would not generate a negative pressure in the “first chambers” identified by
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Petitioner for the same reasons an aspiration pump cannot generate a negative
pressure in such first chambers. EX2001, 9977-80.

First, Garrison itself distinguishes a syringe from a pump in the various
embodiments: the “active source of aspiration may be an aspiration pump, a regular
or locking syringe, a hand-held aspirator, hospital suction, or the like.” EX1006,
134; see also, id. at 471 (“aspiration source such as a pump or a syringe”).
Moreover, Petitioner admits that a syringe is not an aspiration pump by noting that
Garrison’s locking syringe embodiment “specifically includes a ... syringe” then
arguing that “the aspiration source could be an aspiration pump.” Petition, pp.35-36;
see also EX1003, 485 (the “particular example includes ... a syringe for the pressure
source” but “the aspiration source could also be an aspiration pump” and the
“aspiration pump could also generate the described rapid aspiration™).

Second, that Garrison discloses an aspiration pump alternative to a syringe
does not demonstrate Garrison discloses that negative pressure would be generated
in any of Garrison’s receptacles 3100/3105, 3430, 3220 (the alleged first chamber)
when an aspiration pump is used. Petitioner does not attempt to explain how an
aspiration pump instead of a syringe could generate negative pressure in any of those
alleged “first chambers.” That is, after alleging each of the receptacles 3100/3105 of
Figures 32-33, the aspiration source 3430 of Figure 34, and the chamber 3220 of

Figure 36 as the “first chamber” with regard to Petitioner’s limitation [1A] (Petition,
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pp.26-30), Petitioner does not assert or explain how negative pressure is generated
in any of those components with relation to Petitioner’s limitation [1D], instead
relying only on Garrison’s syringe embodiments.

In fact, Garrison specifically identifies that a drawback of using a syringe is
that the syringe needs to be “disconnect[ed]” and “remove[d] and empt[ied]” in
contrast to when the system includes a “continuous source of aspiration” (e.g., a
pump) and a downstream “collection receptacle such as [a] blood-collection bag.”
EX1006, 9134; EX2001, 979. That is, having the downstream receptacle
advantageously permits blood to be continuously aspirated and delivered to the
receptacle without the need to disconnect the aspiration source. EX2001, 979.

And, although Garrison discloses that the aspiration source and receptacle
could be combined, Garrison only discloses embodiments in which the pumps are
upstream of the receptacles 3100/3104/3220/3430—never are the receptacles
upstream of the aspiration source or otherwise configured to have negative pressure.
EX2001, 980. As a result, Garrison does not disclose the combination of a receptacle
and an aspiration pump in which the aspiration pump is positioned to generate
negative pressure in the receptacle. /d.

Petitioner’s conclusion that Garrison discloses closing a valve to generate
negative pressure and opening the valve after the negative pressure is generated “in

multiple locations in the specification” pertains only to syringe embodiments, and
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does not address whether an aspiration pump embodiment would subject the first
and second chamber to negative pressure, as required by the claims. Petition, pp.46-
47. Garrison does not disclose an aspiration pump generating negative pressure in
both first and second chambers.
B.  Garrison Does Not Disclose “Wherein Upon User Actuation to
Open the Valve with the Negative Pressure Having Been Gener-
ated in the First and Second Chambers, Fluid Flow at Least Par-

tially from the Second Chamber into the First Chamber Causes
Rapid Aspiration into the Second Chamber”

Because Garrison does not disclose a system including an aspiration pump
that generates negative pressure a first with a valve closed as explained above,
Garrison cannot disclose “wherein upon user actuation to open the valve with the
negative pressure having been generated in the first and second chambers, fluid flow
at least partially from the second chamber into the first chamber causes rapid
aspiration into the second chamber” either.

Nevertheless, Petitioner incorrectly asserts that “[o]nce the user generates the
negative pressure and positions the tip of the aspiration catheter near the occlusion,
‘the user may open the connection to the aspiration syringe’ or other negative
pressure source,” citing paragraph [0134] of Garrison. Petition, p.37. Garrison does
not disclose opening the connection to any “other negative pressure source” with

negative pressure having been generated in first and second chambers. EX2001, 982.
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Instead, Garrison expressly discloses that “the user may open the connection to the
aspiration syringe.” EX1006, 9134.

Petitioner’s annotations to Figure 34 of Garrison to purportedly show the
claimed rapid aspiration and fluid flow when the valve is opened also ignore the
peristaltic pump that would prevent negative pressure from being generated in the

alleged “first chamber” shown in the Figure:
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EX1006, Fig. 34 (annotated); EX2001, 983.
Petitioner has failed to demonstrate a reasonable likelihood that Garrison

anticipates Claim 1 for that reason alone.
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V. CLAIMS 1-31 ARE NOT OBVIOUS OVER GARRISON ALONE
(GROUND 2)

Obviousness over a single prior art reference requires that it is “obvious to
modify that reference to arrive at the patented invention.” Arendi S.A.R.L. v. Apple
Inc., 832 F.3d 1355, 1366 (Fed. Cir. 2016) (finding “conclusory statement is
insufficient” to support obviousness and reversing PTAB finding of unpatentability).
Whether “combining multiple embodiments from a single reference, or selecting
from large lists of elements in a single reference, there must be a motivation to make
the combination and a reasonable expectation that such a combination would be
successful, otherwise a skilled artisan would not arrive at the claimed combination.”
In re Stepan Co., 868 F.3d 1342, 1346 n.1 (Fed. Cir. 2017) (reversing and vacating
PTAB finding of obviousness). As the Federal Circuit explained /n re Kahn, the
rationale underlying the motivation-suggestion-teaching test serves as a safeguard
against the improper use of hindsight in an obviousness analysis. 441 F.3d 977, 986
(Fed. Cir. 2006).

Petitioner fails to demonstrate a reasonable likelihood that Claim 1, or claims
that depend therefrom, are obvious over Garrison alone. Petitioner’s only assertion
that Claim 1 is obvious over Garrison (Ground 2) is that Garrison anticipates Claim
1 (Ground 1)—it does not. In other words, Petitioner provides no separate obvious

analysis at all for Ground 2. But as explained above, Garrison does not disclose
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Claim 1 and Petitioner has failed to provide any motivation to first pick and choose
varying aspects of different Garrison embodiments and then further modify those
aspects to arrive at the claimed invention.

In fact, Petitioner does not analyze how Garrison would or could be modified
as claimed or provide any motivation for a POSITA to modify Garrison as claimed.
Instead, Petitioner’s only assertion that Claim 1 is rendered obvious by Garrison is
that Garrison anticipates Claim 1. Petition, p.24 (citing Data, LLC v. lancu, 912 F.3d
1368, 1373 (Fed. Cir. 2019) (“It is well settled that a ‘disclosure that anticipates
under §102 also renders the claim invalid under § 103, for anticipation is the epitome
of obviousness.”)). For the reasons set forth above in Section IV, Garrison does not
anticipate Claim 1. Relying only on the analysis for Ground I, Petitioner has also
failed to demonstrate a reasonable likelithood that Garrison renders obvious
independent Claim 1, or any claims that depend from Claim 1.’

Petitioner’s expert’s naked assertion that Claim 1 is obvious simply because

Garrison includes boiler plate language that various embodiments could be modified

" Further, a POSITA would not have modified any of the embodiments of Garrison

to arrive at the claimed features. EX2001, §987-89.
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is insufficient motivation to modify Garrison as claimed.® EX1003, 991 (citing
EX1006, §[0175]). Petitioner’s expert does not explain how or why a POSITA could
or would have modified the embodiments of Garrison to include a system with an
aspiration pump in which negative pressure is generated in a “first chamber”
contrary to the embodiments of Garrison. EX2001, 991. A POSITA would not have
been so motivated. /d.

As set forth above, that the aspiration source could be an aspiration pump
rather than a syringe does not demonstrate that negative pressure would be or could
be generated in a first chamber with an aspiration pump. EX2001, 990. Garrison
discloses several systems with a pump, but in each one the pump is positioned to

draw fluid through an inlet and expel the fluid out of an outlet to a downstream

8 Because the Petition does not include this argument, it should not be considered.
37 C.F.R. §42.6(a)(3) (“Arguments must not be incorporated by reference from one
document into another document.”); 3M Co. v. Evergreen Adhesives, Inc., 860 F.
App’x 724, 728 (Fed. Cir. 2021) (affirming the Board did not abuse its discretion in
concluding that Petitioner’s incorporation by reference of its expert’s declaration
including arguments related to obviousness were improper when the obviousness

arguments in the Petition were “skeletal at best™).
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receptacle (the alleged first chamber) via positive pressure such that the pump would
not and could not generate vacuum pressure in the receptacle. /d.

VI. GROUNDS 3-8 FAIL FOR THE SAME REASONS AS GROUNDS 1
AND 2

For the same reasons set forth with respect to Grounds 1 and 2, Petitioner has
failed to demonstrate a reasonable likelihood that independent claims 14, 23, and 28,
and the claims that depend from those claims, are unpatentable under Grounds 3-8.
Like Claim 1, independent Claims 14, 23, and 28 each recite: “an aspiration pump
in communication with a first chamber” wherein “the valve is configured to be
closed while negative pressure is generated in the first and second chambers....”
And Grounds 3-8 solely refer back to Petitioner’s arguments for Claim 1 relying on
Garrison as allegedly disclosing those limitations. Petition, pp.80, 83, 86.

Accordingly, Petitioner has failed to demonstrate a reasonable likelihood that
any of Claims 1-31 are unpatentable over Garrison, either alone or further in view
of Hartley, Goff, and/or Aklog under any ground.

VII. THE PETITION SHOULD BE DENIED UNDER 35 U.S.C. § 314(a)

The Board also can and should exercise its discretion under Section 314(a) to
deny this Petition based on the parallel Northern District of California litigation (/n-
ari Medical, Inc. v. Imperative Care, Inc., 4:24-cv-03117-YGR (N.D. Cal.)).

The Board considers numerous factors when analyzing whether to discretion-

arily deny a petition under Section 314(a), including factors relating to efficiency
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and fairness. See Apple Inc. v. Fintiv, Inc., IPR2020-00019, Paper 11, p.6 (P.T.A.B.
Mar. 20, 2020) (precedential) (considering (a) “whether the court granted a stay or
evidence exists that one may be granted if a proceeding is instituted;” (b) “proximity
of the court’s trial date to the Board’s projected statutory deadline for a final written
decision;” (c) “investment in the parallel proceeding by the court and the parties;”
(d) “overlap between issues raised in the petition and in the parallel proceeding;” (¢)
“whether the petitioner and the defendant in the parallel proceeding are the same
party;” and (f) “other circumstances that impact the Board’s exercise of discretion,
including the merits.”). These factors, on balance, weigh in favor of denial here.

The first Fintiv factor is neutral. The Court in the parallel district court litiga-
tion has not granted a stay, and there is no evidence that it will grant one. Patent
Owner asserts the same *691 Patent in the parallel district court litigation as well as
other related patents. EX2006, 495, 55; see U.S. Venture, Inc. v. Sunoco Partners
Mktg. & Terminals L.P., No. IPR2020-00728, 2020 WL 5848121, at *3 (P.T.A.B.
Oct. 1, 2020) (“[A]bsent a stay of the related litigation and no indication based on
evidence in the record that it will be stayed, this factor is neutral.”).

The second Fintiv factor is neutral. Trial has not yet been set in the parallel
litigation. However, trial may be set and a judgement on the merits received before
the projected statutory deadline for a final written decision. In the Northern District

of California, over 20% of cases that reach trial do so in less than 18 months. See
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EX2007. Even if trial were not to take place prior to the statutory deadline, the par-
ties will have made substantial investment in the parallel litigation prior to the
Board’s statutory deadline—as explained below. Therefore, this factor is neutral.
The third and fourth Fintiv factors weigh in favor of denial. Substantial work
has already been done in the parallel litigation, including with respect to legal and
factual issues of patentability and claim construction, and even more work will be
done by the time the Board makes a decision on institution. For example, Patent
Owner and has filed, and the parties have fully briefed and conducted discovery
(with multiple depositions, including of expert witnesses), a preliminary injunction
motion that addresses claim construction and patentability for a patent related to the
’691 Patent. See Inari, Dkt. 24; Dkts. 36, 40. The issues addressed in the preliminary
injunction briefing overlap substantially with the issues before the Board here. For
instance, the sole claim construction proposed by Petitioner in its Petition 1s identical
to the claim construction issues raised before the district court. See Dkt. 36-14, 948-
53 (T. Thorton Declaration in Support of Opposition). The parties have conducted
extensive discovery already associated with the preliminary injunction, including
depositions, expert reports, and substantially similar patentability positions. Work
into invalidity contentions and discovery related to those contentions will likely be
substantially underway by the time Board issues its decision on institution and cer-

tainly completed by the statutory deadline for a final written decision. The parties
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are even using the same experts here as were used in the parallel litigation, where
the experts submitted declarations and were deposed. See Dkt. 24-02; Dkt. 36-14.

A hearing on Inari’s preliminary injunction motion is likely to occur in De-
cember 2024. Thus, by the time of the Board’s decision on institution, it is likely
that the district court will have already ruled on or will be in the process of ruling on
overlapping issues, including claim construction. For these reasons, the third and
fourth Fintiv factors weigh in favor of denial.

The fifth Fintiv factor favors denial too. The exact same parties are before the
district court as here. See, e.g., Dkt. 20 (identifying the Plaintiff as “Inari Medical,
Inc.” and the Defendant as “Imperative Care, Inc.”). And some of the same claims
before the Board in the Petition are at issue in the district court. For instance, Patent
Owner’s amended complaint identifies at least Claims 14, 19, 20, and 22 of the 691
Patent as infringed. EX2006, 99130-31. In its answer, Imperative Care asserted that
Claims 14, 19, 20, and 22 of the *691 Patent “are invalid under 35 U.S.C. § 102
and/or § 103 in view of, but not limited to” Garrison, which is the same primary
reference for every Ground asserted in this IPR. Dkt. 25, 9941-42.

Moreover, Petitioner has not entered or offered a Sotera or even a Sand stip-
ulation to mitigate the risk of the overlapping patentability issues being evaluated in
multiple forums. See Sotera Wireless, Inc. v. Masimo Corp., Case IPR2020-01019,

Paper 12 (P.T.A.B. Dec. 1, 2020) (finding that in view of a stipulation that the
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petitioner would not pursue in the district court proceeding the specific asserted
grounds or any other ground that was raised or could have been reasonably raised in
the IPR petition, the fourth Fintiv factor weighed strongly against a discretionary
denial); Sand Revolution II, LLC v. Cont’l Intermodal Grp. — Trucking LLC,
IPR2019-01393, Paper 24, pp.11-12 (P.T.A.B. June 16, 2020) (“[I]f the IPR is insti-
tuted, Petitioner will not pursue the same grounds in the district court litigation.”);
see also Zhuhai Cosmx Battery Co. v. Ningde Amperex Tech. Ltd., IPR2023-00587,
Paper 12, p.27 (P.T.A.B. Sept. 22, 2023) (“Petitioner has not submitted a Sotera-
type stipulation that would make discretionary denial inappropriate.”).

The Board should also deny the Petition because the Petitioner has failed to
show that key limitations are disclosed or rendered obvious by Garrison alone or in
combination with the other cited art. See Sections IV-V, supra. As such, the Petition
lacks merit. Moreover, the Office already knew of and/or evaluated every reference
(or a substantially similar reference) cited by Petitioner. See Section III, supra.

Given the balance of these factors, Patent Owner requests that the Board
should exercise its discretion under Section 314(a) to deny institution because
proceeding would not be consistent with the objective of the AIA to “provide an
effective and efficient alternative to district court litigation.” NHK Spring Co. v.

Intri-Plex Techs., Inc., IPR2018-00752, Paper 8, p.20 (P.T.A.B. Sept. 12, 2018)

70



[PR2024-01257
Patent Owner’s Preliminary Response

(quoting Gen. Plastic Indus. Co. v. Canon Kabushiki Kaisha, IPR2016-01357, Paper
19, pp.16-17 (P.T.A.B. Sept. 6, 2017) (precedential)).

VIII. THERE IS NO GOOD CAUSE FOR A PRE-INSTITUTION REPLY

In view of the deficiencies in the Petition discussed above, Petitioner might
seek to file a pre-institution reply. There would be no good cause for a pre-institution
reply, however. All of Patent Owner’s arguments above address the merits of the
Petition, and Petitioner could have—and should have—addressed these issues in the
Petition itself. See, e.g., Ontel Prods. Corp. v. Guy A. Shaked Invs. Ltd., IPR2020-
01703, Paper 10, p.2 (P.T.A.B. Feb. 4, 2021) (denying reply for “subjects that
Petitioner should have developed in its Petition™).

IX. CONCLUSION

For all the above reasons, Patent Owner respectfully requests that the Board
deny institution.
Respectfully submitted,
Dated: November 27, 2024 By:_/ Joseph P. Hamilton /
Joseph Hamilton

Reg. No. 51,770
Lead Counsel for Patent Owner
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