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I. INTRODUCTION

Petitioner has not shown that Claims 1-12, 14-31, and 33-38 (“the Claims”)
of the ’333 Patent are unpatentable as explained here and in Patent Owner’s
Response (“POR”; Paper 27). The Patent Office agreed—expressly finding the
Claims patentable over Garrison, Petitioner’s only reference for all grounds.
EX1002, pp.46-47.

Petitioner’s Reply to PO’s Response (“Reply”; Paper 32) confirms that the
Petition (Paper 1) failed to establish unpatentability. For grounds 1A/2A, the Petition
relied on modifying Laub’s and Aklog’s aspiration-and-reinfusion systems by
adding Garrison’s valve and operating those modified systems to generate vacuum
while the valve is closed. Petition, pp.38-41. The POR explained why a POSA would
not have made those modifications: Laub’s and Aklog’s pumps move blood from
inlet to outlet for reinfusion, and operating those pumps against a closed intervening
valve would risk damaging the pump and/or blood. POR, pp.38-44; EX2008, 9986-
91.

The Reply does not defend the combinations actually presented. Instead,
Petitioner shifts to aspiration-only pumps—DBrady, Pons, the Penumbra pump, and
the Medela pump—that were not part of the asserted grounds. Reply, pp.8-16. That
is not a rebuttal; it is a new obviousness theory. And even if considered, those pumps

do not cure the Petition’s defects because they aspirate blood/material into a canister
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and do not generate outlet flow for reinfusion. Thus, Laub’s and Aklog’s pumps can
reinfuse blood but cannot be operated as Petitioner proposes; Petitioner’s reply-only
pumps may avoid that closed-valve problem but cannot reinfuse blood. Either way,
the combinations fail.

Grounds 3A/4A fail for the same reasons and because Petitioner has not
shown that a POSA would have modified Garrison to treat pulmonary embolism
(“PE”) or deep vein thrombosis (“DVT”). EX2016, 4962-76. Petitioner’s contrary
argument rests on expert testimony that should receive little or no weight. Reply,
pp.23-24. Mr. Thornton lacks experience in the field of the invention, and Dr. Turk
is Petitioner’s Chief Medical Officer, owns “a lot” of Petitioner’s stock, did not
review the ’333 Patent or asserted references, and has no meaningful PE/DVT
treatment experience. POR, pp.16-21. By contrast, PO’s experts—Dr. Morris and
Mr. Brown—have extensive relevant clinical and device-development experience.
EX2016, 998-18; EX2008, 947-16.

The Board should disregard Petitioner’s Reply because it rests on new theories
not presented in the Petition. And even if considered, those theories do not cure the

Petition’s deficiencies. Accordingly, Petitioner has not carried its burden.
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II. A POSA MUST HAVE EXPERIENCE IN THE FIELD OF THE
INVENTION

The POR explained that Petitioner’s proposed definition of a POSA
improperly omits the undisputed field of the invention, “systems, methods, and
devices for the intravascular treatment of emboli and/or thrombi within a blood
vessel of a human patient.” POR, pp.15-19; EX1001, 1:23-26; Reply, pp.27-28.

In reply, Petitioner argues that Mr. Thornton’s broader definition reflects
“real-world experience” because he would assign the design of “catheters, sheaths,
and related components such as hemostasis valves for use in cardiovascular
procedures.” Reply, p.27. That generalized catheter experience does not define the
relevant POSA and does not qualify Mr. Thornton.

Mr. Thornton admits he has no experience designing devices for the
“treatment of emboli and/or thrombi within a blood vessel of a human patient.”
EX2013, 49:24-50:10; POR, pp.17-18. And PO’s experts explained why that
matters. Mr. Brown testified that a POSA must understand “what the device is trying
to treat,” including the physiology, risks, and disease state. EX1063, 78:17-23. Dr.
Morris confirmed that “experience working actually with clot” is “very paramount”
and that “a POSA has to be familiar with clot.” EX1065, 206:11-20. Petitioner’s
expert likewise confirmed in a related IPR that engineers design to the specific needs

of the physician, procedure, and environment. EX2019, 24:10-14.
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PO’s reference to “mechanical thrombectomy industry or comparable
industry experience” does not support Petitioner’s broader definition. Reply, p.27.
Comparable experience must relate to treating or removing clots, not general
catheter design. The Board should adopt PO’s definition.

III. PETITIONER’S EXPERTS SHOULD BE AFFORDED LITTLE OR
NO WEIGHT

The POR explained why Petitioner’s expert testimony should be afforded
little or no weight. POR, pp.19-21. Contrary to Petitioner’s arguments in reply, both
of PO’s experts explained that “comparable industry experience” requires
experience treating or removing clots, not merely preventing clot formation (i.e.,
formation of thrombus or emboli). Reply, pp.28-30.

When asked about Mr. Thornton’s purported comparable experience
“minimiz[ing] coagulation around” stents, Dr. Morris testified that working with
clots themselves, not just preventing the formation of clots is required for
“comparable industry experience.” EX1065, 206:11-14. Dr. Morris explained
“IbJecause there’s all different types of clot and sizes of clot, consistencies of clot.
... a POSA has to be familiar with clot.” EX1065, 206:15-21. Mr. Brown likewise
testified that understanding the disease state is fundamental: “[y]ou keep asking me
about questions to design the catheter, but designing the catheter is almost secondary

to understanding the disease state because if we don’t understand the disease state,
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you can’t design the catheter to treat the disease state.” EX1063, 78:24-79:3; see
also id. at 80:1-9.

Petitioner’s purported expert, Mr. Thornton, has no experience designing
devices for treating or removing clots. His catheter design experience relating to
clots is limited to preventing or reducing clot formation. See Reply, p.28. At
deposition Mr. Thornton confirmed that his blood clot related catheter experience
does not include treating or removing a clot. See EX2018, 46:13-48:24. His
remaining experience concerns catheter design generally and is unrelated to
removing or treating clots at all. See Reply, p.29.

Preventing clot formation is not comparable to designing systems and
methods for treating or removing clots. By Petitioner’s logic, Mr. Thorntons’s
selecting MitraClip materials to reduce allergy risk would make Mr. Thornton an
expert in treating allergic reactions. It does not. EX2018, 27:17-28:2. Mr. Thornton’s
testimony about what a POSA would or would not do when designing systems and
methods for treating or removing clots should therefore receive little or no weight
and should not be credited over the testimony of Patent Owner’s experts with
extensive experience in the technical field of the invention.

Dr. Turk’s testimony should likewise be afforded little or no weight. As the
POR explained, Dr. Turk is biased: he is Petitioner’s Chief Medical Officer, receives

significant compensation from Petitioner, and owns “a lot” of equity in Petitioner.
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POR, p.20. Petitioner also does not dispute that Dr. Turk did not review the
challenged patent or prior art and has no experience treating PE/DVT—the subject
matter of the claims at issue here. His testimony should not be credited over PO’s
experts’ testimony.

IV. GROUNDS 1A/2A: INDEPENDENT CLAIMS 1 AND 20 ARE NOT
RENDERED OBVIOUS BY AKLOG OR LAUB AND GARRISON

A.  Petitioner’s Reply Should Not Be Considered Because It Creates
New Combinations Based on New Art and Arguments Not Asserted
in the Petition, and Confirms the Defects Identified in the POR

Petitioner’s Reply does not cure a fundamental defect identified in the POR.
It confirms that defect and replaces the Petition. The Petition proposed modifying
the systems of Laub and Aklog by adding Garrison’s valve 3325 and then generating
vacuum while that valve is closed. Petition, pp.38-41. PO explained that a POSA
would not have been motivated to make that modification because closing an
intervening valve while operating the pumps disclosed in Laub and Aklog would
damage those pumps and/or blood. POR, pp.38-44; EX2008, q986-91.

Petitioner’s Reply shifts theories. Rather than rebut that the pumps actually
disclosed in Laub and Aklog would be incompatible with the closure of an
intervening valve, Petitioner characterizes the exemplary pumps identified by PO as
“bypass pumps” that a POSA supposedly would not have used, and then asserts that
a POSA instead would have selected different “known aspiration pumps,” including

Brady, Pons, the Penumbra pump, and the Medela pump (collectively “the reply-
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only pumps”). Reply, pp.8-16. That argument is improper and substantively wrong.
Petitioner did not rely on Brady or Medela for grounds 1A and 2A as applied to
independent Claims 1 and 20, and relied instead on Laub’s pump 400 and Aklog’s
pump 15. Petition, pp.30-34. Pons and the Penumbra pump were not presented in
the Petition at all.

The Reply introduces new pump substitutions, new art, new annotated figures,
and a supplemental declaration attempting to show for the first time how those
pumps could be incorporated into Laub and Aklog. Reply, pp.11-16; EX1067. That
is improper. See Intelligent Bio-Sys., Inc. v. l[llumina Cambridge Ltd., 821 F.3d 1359,
1369 (Fed. Cir. 2016) (holding a reply brief and declaration exceeded the proper
scope for reply because they cited “a number of non-patent literature references
which were not relied upon to support unpatentability in the Petition); see also
Axonics, Inc. v. Medtronic, Inc., 75 F.4th 1374, 1383 (Fed. Cir. 2023) (“We have
held that a petitioner may not in reply rely on new prior art to teach a claim
limitation.”). At minimum, the Board should disregard Petitioner’s new pump-based
theories and evidence. But the Board should not consider the entirety of the Reply
because once it identifies new issues, it need not parse the Reply to determine which
portions are responsive and which are improper. Intelligent Bio-Sys., 821 F.3d at

1369.
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Even 1if Petitioner’s new combinations are considered, those new
combinations also fail on the merits. They require more than substituting Garrison’s
valve into Laub or Aklog. They further require replacing Laub’s pump 400 and
Aklog’s pump 15 with one of Petitioner’s newly cited reply-only pumps. Reply,
p.10. A POSA would not have made that substitution because Petitioner’s newly
cited pumps do not operate like the pumps in Laub and Aklog. They do not move
blood through the pump from an inlet to an outlet for return to the patient, and they
do not generate positive pressure for reinfusion. Petitioner effectively concedes this
point, stating that the prior-art aspiration pumps “were designed to prevent blood
flow through the pump.” Reply, p.16.

Laub discloses a materially different system. As shown in Figure 1A below,
aspiration catheter 200 communicates with inlet port 410 of pump 400, and return
catheter 500 communicates with discharge port 420. EX1012, 4[0024]; POR, pp.26-
29; EX2008, 9461-63. During use, blood is aspirated into pump 400 and expelled
through return catheter 500 back to the patient. /d. Laub’s pump therefore both
generates suction at the inlet and positive pressure at the discharge port for

reinfusion.
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FIG. 1A
Aklog is materially the same. As shown in Figure 1 below, pump 15 sits
between aspiration catheter 10 and return catheter 16, with intake port 151 receiving
filtered blood and exit port 152 providing “reinfusion of fluid removed from the site
of interest back into the body.” EX1005, 11:62-12:6; POR, pp.29-32; EX2008, 9964-
66. Like Laub, Aklog draws blood in through an intake port and expels that blood

through an exit port for reinfusion.
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The “bypass pumps” discussed in the POR are relevant for precisely that

reason. They operate like Laub’s and Aklog’s pumps in the respect that matters: they

move blood through the pump by drawing fluid through an inlet and expelling it

through an outlet. POR, pp.38-43; EX2008, 9486-91; EX2018, 71:24-73:6.

Petitioner’s criticism of those pumps therefore underscores PO’s point. Petitioner

concedes that a POSA would not operate such pumps without flow, including with

an intervening valve closed. Reply, pp.9-10. That concession applies directly to the

pumps disclosed in Laub and Aklog because those pumps likewise depend on

through-flow from aspiration to reinfusion.
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By contrast, Petitioner’s reply-only pumps do not perform Laub’s and Aklog’s
reinfusion function. EX2018, 63:9-12. The reply-only pumps use a vacuum source
to draw blood/material into a canister or chamber where the aspirated material
remains. See EX1020, 21:16-32; EX1062, Fig.2. They do not disclose a pump that
generates positive pressure to move aspirated blood out of the canister though a
discharge or exit port and back to the patient. Petitioner’s expert agrees. EX2018,
61:13-18 (“Q: Does vacuum pump 714 ... can that vacuum pump be used to move
the blood out of the vacuum chamber 707? A: 1 don’t think that is the intent.”),
62:15-19. Petitioner even admits that “the prior-art aspiration pumps were designed
to prevent blood flow through the pump.” Reply, p.16. And, Petitioner’s own
evidence confirms that the reply-only pumps are not used for reinfusion. For
example, a 510(k) statement identifying the Penumbra pump as a predicate device
states that “blood or body fluids collected in the canister are not reintroduced to the
patient.” EX1038, p.5.

Accordingly, there can be no dispute that the reply-only pumps are aspiration-
only arrangements that collect aspirated material in a sealed container and are not
configured to aspirate blood through an inlet and reinfuse it through an outlet.
Petitioner’s new pump theory would therefore fundamentally alter Laub and Aklog.
Substituting an aspiration-only canister system for Laub’s pump 400 or Aklog’s

pump 15 would eliminate outlet flow to the return catheter. Even if Petitioner’s
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reply-only pumps could tolerate operation against a closed valve, a POSA would not
make that substitution because it would defeat those systems’ aspiration-and-
reinfusion function.

Laub and Aklog each broadly state that different pump types may be used.
EX1012, q[0041]; EX1005, 12:9-14. But a POSA would read those disclosures in
context. The selected pump must be capable of performing the functions the
disclosed systems require—aspiration and reinfusion. The through-flow pumps
discussed in the POR (Petitioner’s “bypass pumps”) are capable of those functions,
but they are incompatible with Petitioner’s proposed closed-valve vacuum
generation. Petitioner’s reply-only pumps may avoid the through-pump blood flow
that Petitioner identifies as unsuitable for use with a closed valve (Reply, p.16), but
only by eliminating reinfusion. Neither option supports Petitioner’s obviousness
theory.

Petitioner’s reliance on PO’s expert testimony regarding peristaltic pumps
does not change the analysis. Petitioner asserts that PO’s expert conceded there “may
have been peristaltic pumps that could generate a vacuum” while a valve is closed.
Reply, p.17; EX1063, 111:16-25. That testimony addressed a general hypothetical.
It did not address whether operating the pump in that manner would damage the
pump or blood, nor did it establish that a POSA would use such a pump in Laub or

Aklog. And the reply-only pumps do not solve the problem because those pumps do
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not move blood through the pump for reinfusion. A POSA would not have
substituted the reply-only pumps into Laub or Aklog because doing so would
eliminate the very blood-return functionality those references disclose.

Nor has PO ignored that a POSA would know how to select an appropriate
pump. Reply, pp.17-18. The point is that an “appropriate” pump for Laub and Aklog
would need to aspirate blood and allow for reinfusion. POR, pp.38-52. A POSA
would also know not to add an intervening valve that could damage such a pump or
the blood. And a POSA would not select Petitioner’s reply-only pumps because
Petitioner identifies no evidence that those pumps can generate positive pressure for
reinfusion at all. That the *333 Patent does not “disclose or claim” specific pumps
(Reply, pp.17-18) is neither correct nor relevant to the patentability of the challenged
Claims. For example, the specification is more broad than the challenged Claims,
disclosing, e.g., embodiments for “treating cerebral embolism” (EX1001, 4:57) that
would require orders of magnitude smaller catheters than the Claims here requiring
treatment of PE/DVT.

B. Petitioner’s New Reply-Only Pumps and Combinations Would Harm
Blood Return

The POR also explained that Petitioner’s proposed modifications to Laub and
Aklog would endanger the patient by compromising blood return. POR, pp.44-52;

EX2008, 9992-104. Petitioner’s Reply does not rebut that showing. Instead,
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Petitioner first argues that blood return is optional in Laub and Aklog, and then
points to the reply-only pumps that cannot return blood at all. Reply, pp.18-19.
Those arguments misread Laub and Aklog and confirm that Petitioner’s new
combinations depart from the systems those references actually disclose.

Petitioner’s assertion that Laub does not require blood return rests on
improperly narrow reading of paragraph [0045]. Petitioner argues that although
Laub states that continuous blood return can permit greater flow rates, Laub does
not say greater flow rates or blood return are necessary. Petitioner’s Reply, pp.19,
22. But that does not negate Laub’s disclosure of a system (in every embodiment)
with an aspiration catheter upstream of the pump and a return catheter downstream
of the pump, configured to return blood to the patient. EX1012, 4[0024]; POR,
pp-26-29; EX2008, q961-63.

Petitioner’s reading of Aklog is similarly flawed. Petitioner points to Aklog’s
statement that the disclosed systems and methods “may simultaneously reinfuse
aspirated” fluid and that large catheters may aspirate an unacceptable volume of
blood. Reply, p.19; EX1005, 5:19-22, 7:23-25. But each of Aklog’s disclosed
embodiments likewise includes an aspiration catheter, a pump, and a return catheter
arranged to return blood to the patient. POR, pp.29-32; EX2008, 964-66. Both Laub
and Aklog emphasize the importance of blood return to patient safety when treating

large clots, including PE and DVT. POR, p.44; EX1012, [0045]; EX1005, 5:19-23.
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In any event, Petitioner’s optionality argument does not salvage its new pump
theory. Whether Laub and Aklog require continuous/simultaneous blood return in
every use case is not the dispositive point. The relevant point is that the pumps
disclosed in Laub and Aklog are capable of returning blood, and the systems are
configured to do so. Petitioner’s reply-only pumps are not. Those pumps simply
aspirate material into a container, and do not generate positive pressure to return
blood to the patient. Substituting any of them for Laub’s pump 400 or Aklog’s pump
15 would render the modified systems unable to return blood continuously,
discontinuously, or at all.

That defect is fatal. Petitioner’s Reply attempts to identify pumps that
allegedly could generate vacuum with a closed valve without damaging the pump or
blood. Reply, p.19. But Petitioner’s new combinations address one alleged problem
only by creating a larger one: the reply-only pumps cannot perform blood return. A
POSA would not have viewed an aspiration-only canister system as a suitable
replacement for the aspiration-and-reinfusion pumps disclosed in Laub and Aklog.

Petitioner also mischaracterizes the Institution Decision. PO addressed the
Board’s preliminary observations that blood return in the disclosed systems can run
continuously or intermittently. POR, pp.50-52; Reply, p.18. Petitioner’s new
combinations do not merely change whether blood return is

continuous/intermittent—they eliminate blood return altogether.
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Finally, Petitioner’s argument about Garrison’s disclosure concerning static
blood does not affect the obviousness analysis. Reply, pp.19-20. The question is
what a POSA would have understood from the prior art at the time of invention—
not how Petitioner can use the ’333 Patent’s disclosure to reconstruct its
combinations with hindsight.

C. Garrison Does Not Disclose the Buildup/Storage and Release of Vacuum
Pressure in a Clot Canister Having a Filter

Petitioner’s reliance on Garrison has the same defect: it mixes isolated
components without accounting for how a POSA would understand the system to
operate. As the POR explained, Garrison does not disclose an embodiment that
builds up and subsequently releases vacuum pressure in a clot canister having a filter,
as recited in the Claims. POR, pp.33-38.

Petitioner asserts that PO identified no new evidence undermining the Board’s
preliminary finding. Reply, p.5. That is incorrect. PO explained that a POSA would
understand the valve 3325 in Garrison’s Figure 34 to switch connection between
different catheters—not to build negative pressure by stopping flow to pump 3430.
POR, p.35; EX2008, q82. Garrison’s Figure 34 uses a positive displacement pump
with blood through-flow, and stopping inlet flow to that pump would be understood

to risk damaging the pump and blood in the system. /d. PO also explained why a
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POSA would not import the syringe embodiment from paragraph [0134] into Figure
34: doing so would reduce—not maximize—aspiration. POR, pp.36-37.

Petitioner’s Reply confirms the gap. Petitioner notes that paragraph [0134]
references components also present in Figure 34. Reply, p.6. But the relevant
omission is dispositive. The “one embodiment” in paragraph [0134] involving a
locking syringe does not include or reference the filter 3418 on which Petitioner
relies for the claimed clot canister having a filter. EX1006, [0134]; POR, pp.36-37,
58-61. That omission makes sense: adding the filter to the locking-syringe
embodiment would impede, not “‘enable the maximum level of aspiration.” EX1006,
1[0134]; POR, pp.33-38, 53-55.

Petitioner also mischaracterizes PO’s expert testimony. Petitioner contends
that Mr. Brown testified that the aspiration source of Figure 34 would build vacuum
in components distal to the valve when the valve is closed, regardless of whether the
source 1s a pump or syringe. Reply, p.6; EX1063, 163:13-164:4. That testimony
responded to a hypothetical. It did not establish that Garrison discloses operating
Figure 34 in that manner, nor did it establish that a POSA would do so. Mr. Brown
explained that while an electric pump could theoretically build vacuum if the valve
3325 were closed, a POSA would not operate Garrison’s Figure 34 system that way
because of pump and blood damage. EX2008, q967-79. Likewise, while a syringe

could theoretically build vacuum if used in a modified Figure 34 system, a POSA
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would not have made that modification because it would undermine Garrison’s
stated purpose of enabling maximum aspiration in that embodiment. EX1006,
110134]; EX2008, q980-85.

The other testimony Petitioner cites suffers from the same problem, and more.
Petitioner points to testimony that generating vacuum with a closed fluid control
device was known. Reply, p.6. But Mr. Brown expressly testified that he did not
“recall whether [those methods] included a pressure canister or an area to store [the]
vacuum,” like the “clot canister” claimed here. EX1064, 43:8-15. Petitioner also
relies on testimony that a syringe used with Figure 34 and a closed valve would
generate a “minimal amount of aspiration pressure.” Reply, p.6; EX1065, 151:11-
152:5. That testimony supports PO, not Petitioner. A POSA seeking to “enable the
maximum level of aspiration” would not use a configuration that generates only
minimal aspiration pressure. EX1006, [0134].

Paragraph [0134] of Garrison does state broadly that the “active source of
aspiration may be an aspiration pump, a regular pump, a regular or locking syringe,
a hand-held aspirator, hospital suction, or the like.” EX1006, 9[0134]. But the
specific disclosure Petitioner relies on for building and releasing vacuum pressure
refers to another “embodiment” where a locking syringe is attached to the flow
controller. /d. That embodiment does not include an intervening filter. POR, pp.33-

38, 58-61. Thus, even if different aspiration sources may be used elsewhere in
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Garrison, Petitioner still has not identified a Garrison embodiment that discloses
building, storing, and releasing vacuum pressure in a clot canister having a filter as
claimed. Figure 35 does not fill that gap. Reply, pp.7-8. That figure does not disclose
anything materially different from the Figure 34 theory Petitioner already advanced.
Nor does Mr. Brown’s testimony that Garrison discloses embodiments with a
syringe and a filter between the syringe and catheter help Petitioner. Reply, p.S8;
EX1063, 168:14-25. Mr. Brown correctly explained that such an arrangement does
not include the claimed method and “would change the performance of the device.”
Id. That is the point. A POSA would not use a syringe to build vacuum pressure in
the Figure 34 filter because doing so would conflict with Garrison’s stated objective
of enabling the maximum level of aspiration. EX1006, §[0134]; EX2008, 9980-85.
Garrison therefore does not disclose the claimed buildup, storage, and release
of vacuum pressure in a clot canister having a filter, and it does not support
Petitioner’s further substitution of incompatible reply-only pumps into Laub and
Aklog.
D.  Petitioner Abandons Its Original “Maximum Level of Aspiration”

Rationale and Fails to Show That Its Combinations Would
“Improve Aspiration”

The Petition asserted that a POSA would have been motivated to supplement
Laub or Aklog with Garrison because Garrison’s valve manipulation allegedly

“enable[s] the maximum level of aspiration in a rapid fashion with one user.”
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Petition, p.38; EX1006, q[0134]. The POR explained why that rationale does not
apply to Laub or Aklog. In systems using pumps like Laub’s pump 400 and Aklog’s
pump 15, the pump controls the maximum aspiration level; adding a valve does not
increase the pump’s maximum capacity. POR, pp.53-55.

Petitioner does not meaningfully dispute that point in reply. Instead, Petitioner
reframes its motivation theory. Petitioner now argues that the motivation did not
include maximizing aspiration, but only improving “temporary aspiration power’ so
that Laub’s and Aklog’s systems could aspirate PE more quickly and thereby
become safer and more effective. Reply, pp.20-21; Petition, pp.38-39. That revised
theory is unsupported and contradicted by the record.

Despite Petitioner’s assertions to the contrary, PO has consistently disputed
that adding Garrison’s valve would make Laub or Aklog safer or more effective.
Reply, p.20. The POR explained that Petitioner’s proposed modifications would do
the opposite. Namely, they would risk damaging the pumps in Laub and Aklog,
compromise blood return, and prevent continuous aspiration and reinfusion. POR,
pp.38-52, 55-57; EX2008, q986-104, 111-113. Petitioner’s Reply does not rebut
those points. Instead, it proposes replacing Laub’s and Aklog’s pumps with the
reply-only pumps that do not return blood at all.

PO’s experts did not concede improved aspiration. Reply, p.20. The cited

testimony addressed Garrison hypotheticals, not a POSA’s motivation to modify
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Laub or Aklog, and established only that a closed-valve hypothetical could generate
some vacuum in certain components. EX1063, 163:13-164:4; EX1065, 150:9-
152:10. They did not concede that a POSA would operate Garrison that way, that a
POSA would add Garrison’s valve to Laub or Aklog, or that such a modification
would improve aspiration or make Laub’s or Aklog’s systems safer or more
effective. Reply, p.20; Petition, pp.38-39.

Petitioner’s reliance on Dr. Morris’ declaration is likewise misplaced. Reply,
p.20. Paragraph 53 of Dr. Morris’ declaration concerns the limits imposed by
Poiseuille’s law on the maximum level of aspiration. EX2016, §53. That testimony
does not support Petitioner’s revised “temporary aspiration power” theory. To the
contrary, it bears on the original “maximum level of aspiration” rationale that
Petitioner now appears to abandon.

At bottom, Petitioner’s Reply illustrates why grounds 1A and 2A fail. The
pumps disclosed in Laub and Aklog are capable of aspiration and reinfusion, but a
POSA would not operate them against a closed valve as Petitioner proposes.
Petitioner’s newly cited reply-only pumps may be configured to avoid blood flowing
through the pump, but they do not reinfuse blood and therefore are incompatible
with Laub and Aklog. Garrison does not disclose the claimed buildup and release of

vacuum in a clot canister having a filter. And Petitioner has not shown a valid
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motivation to combine that would have made the resulting systems safer, more
effective, or consistent with the teachings of the prior art.
V.  GROUNDS 3A-4A FAIL FOR THE SAME REASONS AS GROUNDS

1A-2A AND BECAUSE A POSA WOULD NOT HAVE MODIFIED
GARRISON TO TREAT PE/DVT

Grounds 3A-4A rely on the same references as grounds 1A-2A: Garrison,
Laub, and Aklog. They therefore fail for the same reasons explained above and in
the POR. POR, pp.58-63.

Grounds 3A and 4A also fail for an independent reason: Petitioner has not
shown that a POSA would have modified Garrison to treat PE or DVT. Petitioner’s
Reply simply asserts that the “evidence reflects that POSITAs routinely optimized
catheters for use in other parts of the vasculature, and that selecting appropriately
sized catheters was standard practice” and that “PO does not dispute that evidence.”
Reply, pp.23-24. That is incorrect.

First, Petitioner’s “evidence” rests principally on expert opinions that PO
specifically challenged. PO explained that Petitioner’s expert, Mr. Thornton, does
not qualify as a POSA—Iet alone an expert—because he lacks any experience in the
field of the ’333 Patent. POR, pp.15-19. PO also explained why Petitioner’s other
expert, Dr. Turk, should be afforded limited weight and should not be credited over

PO’s experts. POR, pp.19-21.
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Second, PO presented affirmative (and new) evidence showing that a POSA
would not have modified Garrison to treat PE/DVT. POR, pp.61-64; EX2016, 4962-
76; EX2008, 99133-146. Dr. Morris explained that a POSA would have expected
Petitioner’s proposed modification to introduce significant patient risks and
complications without sufficiently improving the ability to remove clots associated
with PE or DVT. EX2016, 9962-76. Petitioner does not address that evidence.
Instead, Petitioner repeats the same expert-based assertions that PO already showed
should not be credited over PO’s evidence.

Because Petitioner fails to rebut PO’s evidence that a POSA would not have
modified Garrison to treat PE or DVT, grounds 3A and 4A fail for that additional
reason. Indeed, the Patent Office expressly recognized that a POSA would not
modify Garrison to treat PE/DVT as Petitioner proposes, even in view of other
references identified by the Office that did teach aspiration of those types of clots.
EX1002, pp.46-47 (“modified Garrison does not teach an aspiration catheter
configured to aspirate pulmonary embolism or deep vein thrombosis”). That is, in
allowing the Claims challenged here, the Examiner considered the disclosure of
Garrison and found that a POSA would not have modified Garrison to treat PE/DVT,
even in view of other art (e.g., Batiste) which the Examiner described as teaching an
aspiration catheter used to treat DVT and PE (just like Petitioner relies on Laub and

Aklog for here). EX2008, q146.
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V1. UNEXPECTED RESULTS

PO’s expert, Dr. Morris, has testified that for the claimed method, “the ability
to remove a clot when treating PE or DVT ... greatly exceeded any expectation of
POSA at the time and thus was surprising and unexpected.” EX 2016, q85. Dr.
Morris based that opinion on more than 35 years treating PE/DVT, including use of
the Inari FlowTriever system and methodology that includes features that meet the
limitations of the Claims, in addition to many other systems. EX2016, 999, 16, 77-
79. Dr. Morris testified that he has actually observed the unexpected results:

And actually there’s a literal vibration that occurs. When the clot is
sucked into the catheter, it has a chugging effect. And so everyone’s
waiting, when this process occurs, for the chug. The catheter chugs,
chugs and chugs as the clot is aspirated out. It’s -- I never thought that
would ever happen. I was actually pretty pessimistic that it was going
to work, with all the other devices that we had used, and remarkably

surprised at how well it worked. That was the unexpected result.

EX1065, 192:12-22; see also id. at 189:15-21. That testimony stands unchallenged
and unrebutted.
Petitioner provides no basis for its assertion that the claims must also recite

3

negative limitations (an “unrestricted catheter” or not slowly opening a valve).
Reply, p.25. To the contrary, the Claims expressly recite “generating vacuum

pressure” then “moving the valve from the first position to a second position thereby
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applying the vacuum pressure to the lumen of the aspiration catheter.” EX1001,
cls.1, 18 (emphasis added). The recited “vacuum pressure” must be applied, not
some portion of that vacuum pressure by the inclusion of a restriction or by only
partially/slowly opening the valve. As Dr. Morris explained, a POSA would
understand what is required to meet the “moving the valve” limitations of the
Claims, and a POSA would understand what would prevent the claimed “applying
the vacuum pressure.” EX1065, 191:2-8 (“Q. And when you say abrupt opening of
the on/off switch, what do you mean by abrupt? A. Turning it quickly to the open
position, which generates the vacuum at the end of the catheter.”); 193:2-194:1. See
also EX1001, 4:37-39, 7:8-12. In short, neither of Petitioner’s proposed negative
limitations demonstrate that the unexpected result is due to unclaimed features.

Dr. Morris has also explained how and why that result is unexpected over the
closest prior art. He explained that the purported “maximum level of aspiration” is
limited in Garrison as expressly explained in Garrison itself. EX2016, 9949-56 (that
disclosure “is limited by the size and length of the catheters for use in the cerebral
vasculature”). As such:

[A] POSA would not have expected a quick burst of pre-charged
vacuum as provided by the current claims could so effectively remove
the clot material, particularly in view of the difficulty in mechanically
removing (PE and DVT) clot material using other methods and

systems, including the AngioVac system.
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EX2016, 484; see also id. at 193:2-194:1 (explaining why Garrison does not disclose
the “dramatic generation of vacuum at the tip or the terminus of the catheter” like
the Claims, and “[f]or good reasons, because if it did, it would injure to the cerebral
artery” treated in Garrison.). That testimony is also unrebutted.

Accordingly, PO has established unrebutted evidence of unexpected results
tied to the claimed method. Petitioner offers no contrary expert testimony, no basis
to require additional negative limitations, and no rebuttal to Dr. Morris’s explanation
that Garrison would not have led a POSA to expect the dramatic vacuum effect and

clot removal achieved by the Claims.

VII. CONCLUSION

For the reasons set forth herein and in the POR, Petitioner has failed to
demonstrate that any of the Claims are unpatentable.
Respectfully submitted,
Dated: July 9, 2026 By:/ Joseph Hamilton /
Joseph Hamilton

Reg. No. 51,770
Lead Counsel for PO
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