








Teleflex cannot prove prior invention before Itou.

* No evidence corroborating assembly of RX prototypes.
* No dispute that VSI did not perform the claimed methods.
* No evidence of required intended purpose testing.

 Affirmative evidence showing VSI back-burnered RX and could not
have reduced to practice—actually or constructively—before Itou.
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Teleflex must prove prior invention.

Teleflex bears “the burden of going forward with evidence . ..
and presenting persuasive argument based on” that evidence.

Dynamic Drinkware, LLC v. Nat'| Graphics, Inc.,
800 F.3d 1375, 1379-80 (Fed. Cir. 2015).

-01341 Reply at 8; -01343 Reply at 3.
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Reduction to Practice
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Reduction to Practice

To prove reduction to practice, Teleflex must show:
(1) “performance of a process that met all the limitations of the [claimed method];
(2) determination that the invention would work for its intended purpose; and

(3) the existence of sufficient evidence to corroborate inventor testimony
regarding these events.”

Medichem, S.A. v. Rolabo, S.L., 437 F.3d 1157, 1169 (Fed. Cir. 2006).

“Even the most credible inventor testimony is a fortior required to be corroborated by
independent evidence . ...

Id.at 1171-72.

-01341 Reply at 8; -01343 Reply at 3-4.
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Reduction to Practice: Performing + Demonstrating

1. Perform a process that meets
all limitations of the claimed
invention.

2. Demonstrate that the invention

would work for its intended
purpose.
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Reduction to Practice: Performing + Demonstrating

1. Perform a process that meets
all limitations of the claimed
Invention.

2. Demonstrate that the invention

would work for its intended
purpose.
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Reduction to Practice: Performing + Demonstrating

1. Perform a process that meets
all limitations of the claimed
Invention.

2. Demonstrate that the invention

would work for its intended
purpose.
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Teleflex must show that VSI performed the methods, as claimed.

Possibility or capability is not enough:

Though “a computer executing the algorithm . . . would perform all the method steps of
claim 13, the thesis alone cannot show that the method was ever performed.”

Lucent Techs., Inc. v. Gateway, Inc., No. 02-cv-2060-B(CAB),
2007 WL 2070346, at *2 (S.D. Cal. July 12, 2007).

-01341 Reply at 12; -01343 Reply at 7.
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Teleflex must show that VSI performed the methods, as claimed.

Simulating the claimed method is not enough:

“[Clomputer simulations could not meet all the limitations of the asserted claims, [thus]
they are insufficient to show actual reduction to practice.”

TC Tech. LLC v. Sprint Corp., 379 F. Supp. 3d 305, 319 (D. Del. 2019).

-01341 Reply at 13; -01343 Reply at 7-8.
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Reduction to Practice: Performing + Demonstrating

1. Perform a process that meets
all limitations of the claimed
Invention.

2. Demonstrate that the invention

would work for its intended
purpose.
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Intended Purpose

Intended purpose: “to increase backup support for
delivery of interventional cardiology devices,” with
“crossing tough or total occlusions [being] one noted
benefit of the invention.”

IPR2020-00128 Final Written Decision (Paper 127), 55-56.
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Intended Purpose

Intended purpose: “to increase backup support for
delivery of interventional cardiology devices,” with
“crossing tough or total occlusions [being] one noted
benefit of the invention.”

Demonstrating that the invention would work for that
intended purpose: comparative benchtop testing
using simulated challenging anatomy.

IPR2020-00128 Final Written Decision (Paper 127), 55-56.
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The Board needs to be able to assess testing evidence.

The Board judges “[tlhe adequacy of a reduction to practice . . . by what one of
ordinary skill in the art would conclude from the results of the tests.”

Slip Track Sys., Inc. v. Metal-Lite, Inc., 304 F.3d 1256, 1265 (Fed. Cir. 2002).

The Board considers “whether the testing in fact demonstrated a solution to the
problem intended to be solved by the invention.”

Scott v. Finney, 34 F.3d 1058, 1063 (Fed. Cir. 1994).

-01341 Reply at 20; -01343 Reply at 15.
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Diligence
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Teleflex cannot prove that VSI was diligent.

“[T]o antedate a reference, the applicant must not only have conceived the invention
before the reference date, but must have reasonably continued activity to reduce
the invention to practice.”

ATl Techs. ULC v. lancu, 920 F.3d 1362, 1369 (Fed. Cir. 2019).

“Reasonable diligence must be shown throughout the entire critical period, which
begins just prior to the competing reference’s effective date and ends on the date
of the invention’s reduction to practice.”

Perfect Surgical Techniques, Inc. v. Olympus Am., Inc.,
841 F.3d 1004, 1007 (Fed. Cir. 2016).

-01341 Reply at 21; -01343 Reply at 16.
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The Counter-Narrative
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Teleflex cannot prove prior invention of its method claims.

* No evidence corroborating assembly of RX prototypes.
* No dispute that VSI did not perform the claimed methods.
* No evidence of required intended purpose testing.

 Affirmative evidence showing VSI back-burnered RX and could not
have reduced to practice—actually or constructively—before Itou.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 61





















413 patent

1. A method of providing backup support for an interventional cardiology device for use in the coronary vasculature, the
interventional cardiology device being adapted to be passed through a standard guide catheter, . . . the method
comprising:

1a. inserting the standard guide catheter into a first artery over a guidewire, the standard guide catheter having a distal
end;

1b. positioning the distal end of the standard guide catheter in a branch artery that branches off from the first artery;

g . Hc. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumen of the standard guide catheter,
extension ian d
inserted N
order of_ into GC I 1d. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter . . . ;
steps 1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and
IVCD into the second artery such that the distal portion extends into the second artery and such that at least a portion of the
inserted i)roximal portion of the substantially rigid portion extends proximally through the hemostatic valve; and
— ‘ 1fi. inserting the interventional cardiology device into and through the continuous lumen of the standard guide catheter
alongside of the substantially rigid portion and
- ————— - - - - - ————— - - - - - ————— - - - - ——

1fii. advancing the interventional cardiology device through and beyond a lumen of the flexible tip portion into contact with
or past a lesion in the second artery.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Pet. at 13-14, 49 n. 12; Reply at 2-7, Ex-1001 68





















Claim 1

413 patent

1. Amethod of providing backup support for an interventional cardiology device for use in the coronary vasculature, the
interventional cardiology device being adapted to be passed through a standard guide catheter, . . . the method comprising:

1a. inserting the standard guide catheter into a first artery over a guidewire, the standard guide catheter having a distal end;
1b. positioning the distal end of the standard guide catheter in a branch artery that branches off from the first artery;

1c. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumen of the standard guide catheter, and,
1d. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter. . . ;

1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and into the
second artery such that the distal portion extends into the second artery and such that at least a portion of the proximal portion

of the substantially rigid portion extends proximally through the hemostatic valve; and

1fi. inserting the interventional cardiology device into and through the continuous lumen of the standard guide catheter
alongside of the substantially rigid portion and

1fii. advancing the interventional cardiology device through and beyond a lumen of the flexible tip portion into contact with or
past a lesion in the second artery.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Pet. at 13-14; Reply at 2-4, Ex-1001 75









order of steps

413 patent

1. A method of providing backup support for an interventional cardiology device for use in the coronary vasculature, the
necess arily a interventional cardiology device being adapted to be passed through a standard guide catheter, . . . the method
. comprising:
sequential
insertion? 1a. inserting the standard guide catheter into a first artery over a guidewire, the standard guide catheter having a distal
end;

1b. positioning the distal end of the standard guide catheter in a branch artery that branches off from the first artery;

g . Hc. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumen of the standard guide catheter,
extension ian d
inserted N
into GC =1d. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter . . . ;
— ‘
1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and
IVCD into the second artery such that the distal portion extends into the second artery and such that at least a portion of the
inserted i)roximal portion of the substantially rigid portion extends proximally through the hemostatic valve; and
— ‘ 1fi. inserting the interventional cardiology device into and through the continuous lumen of the standard guide catheter
alongside of the substantially rigid portion and
- ————— - - - - - ————— - - - - - ————— - - - - ——

1fii. advancing the interventional cardiology device through and beyond a lumen of the flexible tip portion into contact with
or past a lesion in the second artery.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Pet. at 13-14, 49 n. 12; Reply at 2-7, Ex-1001 78



order of steps

» Interactive Gift Express, Inc. v. Compuserve, Inc., 256 F.3d 1323,
1342 (Fed. Cir. 2001) (“Unless the steps of a method actually recite
an order, the steps are not ordinarily construed to require one.”)

« Altiris Inc. v. Symantec Corp., 318 F.3d 1363, 1370-71(Fed. Cir.
2003) (reversing a claim construction in which the order of steps
used by the sole, preferred embodiment was imported into the
claims)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Pet. at 49-50, Reply aths 79









order of steps

« sequential insertion required?

o Mformation Tech. v. Research in Motion, 764 F.3d 1392 (Fed. Cir. 2014)
(agreeing that a connection is necessarily established between a wireless
device and a server before there can be transmission from the latter to
the former)

o Mantech Environmental Corp. v. Hudson Environmental Servs., 152 F.3d

1368 (Fed. Cir. 1998) (determining that wells must be provided before
acid may be introduced through the wells into groundwater )

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Reply ath. 82






order of steps

413 patent

sequential 1. A method of providing backup support for an interventional cardiology device for use in the coronary vasculature, the
q interventional cardiology device being adapted to be passed through a standard guide catheter, . . . the method
OR comprising:
simultaneous
. . 1a. inserting the standard guide catheter into a first artery over a guidewire, the standard guide catheter having a distal
insertion end:
1b. positioning the distal end of the standard guide catheter in a branch artery that branches off from the first artery;
p— r - L1 1 ] | - L1 1 ] | - (N N N N NN NN N NN NN NN NN NN NN AN N N
Mc. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumen of the standard guide catheter,
guide iand,
extension i
=1d. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter . . . ;

inserted
into GC — 1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and
into the second artery such that the distal portion extends into the second artery and such that at least a portion of the

i)roximal portion of the substantially rigid portion extends proximally through the hemostatic valve; and

IVCD L L 1 ] L L L 1 ] L L L 1 ] L L L0l
. rted int 1fi. inserting the interventional cardiology device into and through the continuous lumen of the standard guide catheter
'gge edinto alongside of the substantially rigid portion and

— - ————— - - - - - ————— - - - - - ————— - - - - ——

1fii. advancing the interventional cardiology device through and beyond a lumen of the flexible tip portion into contact with
or past a lesion in the second artery.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Pet. at 13-14, 49 n. 12; Reply at 2-7, Ex-1001 84






Claim 1

‘413 patent

1. Amethod of providing backup support for an interventional cardiology device for use in the coronary vasculature, the
interventional cardiology device being adapted to be passed through a standard guide catheter, . . . the method comprising:

1a. inserting the standard guide catheter into a first artery over a guidewire, the standard guide catheter having a distal end;
1b. positioning the distal end of the standard guide catheter in a branch artery that branches off from the first artery;

1c. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumen of the standard guide catheter, and,
1d. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter . . . ;

1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and into
the second artery such that the distal portion extends into the second artery and such that at least a portion of the proximal

portion of the substantially rigid portion extends proximally through the hemostatic valve; and

1fi. inserting the interventional cardiology device into and through the continuous lumen of the standard guide catheter
alongside of the substantially rigid portion and

1fii. advancing the interventional cardiology device through and beyond a lumen of the flexible tip portion info contact with or
past a lesion in the second artery.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, xx;, Ex-1001 86


















IPR2020-01341, -01343

Would it have been obvious to use Itou’s catheter (2) - - - with no
modification to its structure - - - to deliver a balloon catheter or stent across

a lesion?

DEMONS TRATIVE EXHIBIT—NOT EVIDENGE IPR2020-01341, Pet. at 23, Reply at 26-29; Ex-1007, Fig. 6; 7:13-19
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IPR2020-01341, -01343

* An obviousness “analysis need not seek out precise teachings directed to the
specific subject matter of the challenged claim, for a court can take account of
the inferences and creative steps that a person of ordinary skill in the art would
employ.” KSR Intl. Co. v. Teleflex, Inc., 550 U.S. 398, 418 (Fed. Cir. 2007).

« “Areference must be considered for everything that it teaches, not simply the

described invention or a preferred embodiment.” In re Applied Materials, Inc.,
692 F.2d 1289 (Fed. Cir. 2012)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343 95









































































































































































































Secondary Considerations — Copying

“Copying requires duplication of features of the patentee’s
work. . . . [M]ore is needed than merely showing that similarity
exists between the patent and the competitor’s accused
product.”

Ligwd, Inc. v. L'Oreal USA, Inc.,
941 F.3d 1133, 1137 (Fed. Cir. 2019)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 162







































Secondary Considerations — Copying

“Not every competing product that arguably falls within the scope of
a patent is evidence of copying. Otherwise every infringement suit
would automatically confirm the nonobviousness of the patent.

Rather, copying requires the replication of a specific product.”

Iron Grip Barbell Co. v. USA Sports, Inc.,
392 F.3d 1317, 1325 (Fed. Cir. 2004)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 175

































Secondary Considerations — Nexus

“Where the offered secondary consideration
actually results from something other than what
Is both claimed and novel in the claim there is no
nexus to the merits of the claimed invention.”

In re Kao, 639 F.3d 1057, 1068
(Fed. Cir. 2011) (emphasis added)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New

“The test for obviousness is not whether the features of a secondary
reference may be bodily incorporated into the structure of the primary
reference, but rather whether a skilled artisan would have been motivated
to combine the teachings of the prior art references to achieve the claimed
invention.”

Allied Erecting & Dismantling Co. v. Genesis
Attachments, LLC, 825 F.3d 1373, 1381 (Fed. Cir. 2016)
(internal citations omitted)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 231




















































































































































































