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Teleflex cannot prove prior invention before Itou.

* Unclear conception timeline.

* No evidence corroborating assembly or testing of RX
prototypes.

« Evidence showing VSI back-burnered RX and could not have
reduced to practice before ltou.
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Teleflex must prove prior invention.

Teleflex “must either prove (1) a conception and reduction to practice . .. or (2) a
conception before the filing date of [Itou] combined with diligence.”

REG Synthetic Fuels, LLC v. Neste Qil Oyj, 841 F.3d 954, 958 (Fed. Cir. 2016).

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 (Fed. Cir. 2015).

If the Board is uncertain about the CRTP evidence, then Teleflex has not satisfied its
burden.

Petitioners’ CRTP Sur-Sur-Reply at 1-2.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 4



Teleflex must prove prior invention claim-by-claim.

Teleflex must “establish prior [invention] of every claim limitation™—
referencing claim-by-claim charts “fail[s] to meet this burden.”

Gen. Access Sols., Ltd. v. Sprint Spectrum L.P., 811 F. App’'x 654, 658
(Fed. Cir. 2020).

Petitioners’ CRTP Reply at 2.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE



To prove conception, Teleflex must show “the formation, in the mind of the inventor of a
definite and permanent idea of the complete and operative invention. . ..
“Conception must include every feature or limitation of the claimed invention.”

REG Synthetic Fuels, LLC v. Neste Qil Oyj, 841 F.3d 954, 962 (Fed. Cir. 2016).

“[W]hen a party seeks to prove conception through an inventor’s testimony the party
must proffer evidence, in addition to the inventor’s own statements and
documents, corroborating the inventor’s testimony.”

Apator Miitors ApS v. Kamstrup A/S, 887 F.3d 1293, 1295 (Fed. Cir. 2018).

Petitioners’ CRTP Reply at 3.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 6



Teleflex cannot prove conception in early 2005.

Teleflex’s Opening Brief:
Three Conception

Documents
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Teleflex cannot prove conception in early 2005.

Three Unwitnessed
Inventor Documents

ABORATORY NOTEBOOK
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Teleflex cannot prove conception in early 2005.

“We disagree with Patent Owners’ contention that the [document] does not need
corroboration because it is a physical exhibit. [It] is a document that has been
authenticated only by the testimony of the inventors. Thus, this document is one
of the inventors’ own statements and documents that depends solely on the
inventor himself and, therefore, requires corroboration.”

Apple v. Yu, IPR2019-01258, 2021 WL 41670, at *19 (PTAB Jan. 5, 2021).

Petitioners’ CRTP Sur-Sur-Reply at 2.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 9



Teleflex cannot prove conception in early 2005.

No Side Opening
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Vascular Solutions, Inc.

Memo

From: Howard Root

To:

GuideLiner DHF

Date: February 4, 2005

RE:

Market Feasibility for the GuideLiner catheters
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Teleflex cannot prove conception in early 2005.

ABORATORY NOTEBOOK
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Teleflex cannot prove conception in early 2005.

Sutton:
Q. Okay. And what's the -- does your --

let's go back to your invention disclosure,

Exhibit 15. Does that show a transition in the
collar?

A, No.

Q. Okay, okay. But i1t doesn't have a -- do

you know what a -- a transition between the --
A. Yeah.
Q. It deoesn't have a gradual transition --

A. That's correct.

A, For -- for instance, I don't consider that

a side opening, for one.

Ex-1108/1308/1708, 70:18-71:23, 79:14-80:24.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 12



Teleflex cannot prove conception in early 2005.

Gu“zl?Ll‘
1 @ 2 0 e I @ e /
il @ [ —
G B ST —= © -
[ Ve - et
brlder (1) @) okt b e CEEE
~ 08" mmer
— Gt e zpd L
—aet Lo co%
¢ ST
Liner (2B _atataless = oot Hhickaa A ks
U_n@“,ﬁfw- umO@ P
= 0.]). = Same a5 dishl L
- H
Widar  peorim | Lods in
i e & Clelines prorml G

delivery

s afichatd on el ed
S e G Line

e 2fthos

Ex-2004; Ex-1001, Fig. 1; Ex-1755 {[ 83.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 13



Teleflex cannot prove conception in early 2005.

Sutton:

Figure 1. Again, that's not a transition

opening, 1is 1t?
A. That's correct.
Q. That deoesn't have a gradual transition?
A. No, it does not.

Ex-1108/1308/1708, 73:19-23.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 14



Teleflex cannot prove conception in early 2005.
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Zalesky:

84.  Mr. Root also testifies that the drawings on the third page of Ex-2004
show a “side opening structure that is cut-away in several segments.” Ex-2118 4

14. This drawing does not appear to correspond to any of the figures in the Root

patents. Ex-1001. The drawing is-—
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Teleflex cannot prove conception in early 2005.

Sutton:
A, I don't know. It'as the first time I've
seen this. It could be -- it could be anything.

but it's kind of a poor drawing --

Ex-1108/1308/1708, 46:7-47:3.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 16



Teleflex cannot prove conception before August 2005.

Teleflex’s Sur-Reply:
New Conception Document

................

Ex-2022.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 17



Teleflex cannot prove conception before August 2005.

buideliner Ropid Exchange
Prelininary Design Assunptions
Rev AU3 - 01 Aug. 2005

J. Kauphusnan

Ex-2022.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 18



Teleflex cannot prove conception before August 2005.

Teleflex’s Opening Brief

Jan & Feb || April & July September

Conception || Prototypes Itou
N\ A\

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 19



Teleflex cannot prove conception before August 2005.

Teleflex’s Sur-Reply

August ?7?7? September

Conception
N\

Prototypes Itou

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 20



Conception and Reduction to Practice

“Reduction to practice follows conception.”

Mahurkar v. C.R. Bard, Inc., 79 F.3d 1572, 1578 (Fed. Cir. 1996).

Petitioners’ CRTP Sur-Sur-Reply at 2.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 21



Reduction to Practice

To prove reduction to practice, Teleflex must show:

“(1) construction of an embodiment . . . that met all the limitations of the [claimed
invention];

(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. 20006).

Petitioners’ CRTP Reply at 7-8.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 22



Reduction to Practice: Constructing + Demonstrating

1. Construct a prototype
embodying the claimed
invention.

2. Demonstrate that the invention

would work for its intended
purpose.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Reduction to Practice: Constructing + Demonstrating

1. Construct a prototype
embodying the claimed
invention.

2. Demonstrate that the invention

would work for its intended
purpose.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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VSl intended to develop an OTW GuideLiner.

OTW Prototype Photo

OTW GEC VSI Slide Deck, July 2005

=5

* Full-length lumen

 Mother-and-child

Ex-2129.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 25




VSl intended to develop an OTW GuideLiner (Prior Art).

Memo

From: Howard Root

To: GuideLiner DHF

Date: June 23,2005 | Market Feasibility of GuideLiner catheters

RE: Market Feasibili

‘Coronary Catheter,” Catheterization and Cardiovascular Interventions 63:452-456 (2004)). This
coaxial technique has been used in order to provide a safer method of deep seating the guide
catheter. The danger of deep seating a normal guide catheter is that the guide is relatively stiff with
a fixed curve. which can result in dissections of the coronary artery when advanced past the ostium.
Using a smaller, and therefore more flexible, guide catheter (with either no curve or a very gentle
curve) and placing it through the larger standard guide catheter can reduce this nisk to the vessel. By
safely deep seating the guide catheter, the physician can then have the added support for pushing a
wire through a chronic total occlusion or advancing a balloon or stent through a tight stenosis.

Ex-2128.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 26



VSl intended to develop an OTW GuideLiner.

Early on, the GuideLiner Device was OTW:

Memo

To: Design History File

From: James V. Kauphusman

CcC: H. Root, G. Sutton, J. Welch, J. Garrity
Date: 19 April, 2005

Re:  GuidelLiner OTW meeting notes

Overview —

is designed to provide physicians additional support for stent or
angioplasty delivery across tight or totally occluded vessels or where the physician decides to deep
seat a guide catheter. In cases where this occurs, the potential for dislodging the existing guide
catheter exists and the product should help eliminate this potential by providing additional support and.
Configurations of the device will be 5-n-6 / 6-n-7 / 7-n-8 and they will be sold in single boxes on chip
board packaging similar to the Langston catheter. The initial focus will be on the 5-n-6 design with the
others to follow through the cycle after.

Ex-1759.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 27



VSl intended to develop an OTW GuideLiner.

April 2005
Kauphusman meets
with inventors re:
GuideLiner OTW

Ex-1759.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 28



VSl intended to develop an OTW GuideLiner.

4—? ® @ ? @ ® @ ® o>

July 2005
Root presents GuideLiner
OTW as “New Product on
the Horizon”

™. GuideLiner Catheter

ascular

SOLUTIONS

New Products on the Horizon
(Ask questions at break-out)

+ Coaxial guide “liner” that al + Y-adaptor is attached to proximal hub of GuideLiner.
« Extra back-up support for di d v
RiotbRe i * Obturator pulled out and GuideLiner is deep seated

Ex-2129.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 29



VSl intended to develop an OTW GuideLiner.

4—? ® @

Memo

Ex-1760.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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August | September / November 2005
Kauphusman tests GuideLiner OTW prototypes
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Teleflex kept OTW documents.

Memo
* OTW meetings.
« OTW photographs.
«  OTW presentations. April 2005 ’
e OTW Iaboratory LABORATORY NOTEBOOK

notebook entries.
« OTW testing.

pe.  ®
Notebook No.:
Assigned to: —j-'u"lf\ KG\L{.-‘)L'\HEW&U’! JUIy 2005

Date: &;"9 =81

Ex-1759; Ex-1760; Ex-2129. Summerl Fa" 2005
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 31




Teleflex is missing key RX documents.

* No photographs. ®

 No assembly instructions. otobookes KD
- \

.
A CHER TR
e

* No laboratory notebook entries. sm——
LABORATORY NOTEBOOK

aned to (=Ceao

* No testing protocols.

* No testing notes / data / results. ®

Notebook No.: KA
Assignedto: e % \p0e NG\
Date: bl o™ o
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 32
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Teleflex is missing key RX documents.

Erb, a VSI technician and
Teleflex’s lead
corroborating witness,
shredded his notebook.

Ex-1756, 25:12-30:13, 33:2-8.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Erb:

11 Q. When your notebook went missing. did you
12 report that?

13 A. Well. it didn't go missing. We were told we
14 no longer needed them. We went to an electronic
15 wversion or something. But I was no longer doing
16 testing. or that wasn't part of my role anymore.
L7 So just housecleaning. I just got rid of whatever
L8 prints and the notebook I had through the shredder
L9 service that we did.

2 Q. And when JOuShicdded JOUrNoEbook: did you

3 start keeping records electronically?

4 A. No, I did not.

5 Q. So your testimony is that{jou then Keptno
¢ records. written or electronic. of your work at
7 Vascular Solutions?

8 A Correct.

33



At most four documents matter.

“April Prototypes”
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Teleflex cannot prove that VSI assembled RX prototypes.

Erb does not discuss assembling “April” components and “July” components.

8. Asamachinist for the group, WoTkedloHtHe el GuideIifien

prototypes. Specifically, I machined-down the hypotubes that were used to form
e proximal end of the early profotypes O that device) | personally made a special

jig to hold the hypotubes and then used a vertical milling machine to cut the tubes

along their length.

Ex-2122 q 8.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Teleflex cannot prove that VSI assembled RX prototypes.

Erb lacks personal knowledge. ..

Sutton:

Q. What about, I believe you mentioned a
Mr. Ertb. Would vou have expected him to keep a

notebook during this time?

A. Steve was more of a machinist. Iwouldn't

Ex-1757, 43:10-14.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 36



Teleflex cannot prove that VSI assembled RX prototypes.

.. . because Kauphusman and Mytty led the GuideL.iner project.

Ex-1757, 33:11-15, 70:14-19.

Sutton:

Q. Okay. So who was the_
working on the rapid exchange version? Let's
start there.

A. Initially, mainly in the 2005 time frame, 1t

was Jim Kauphusman.

Q. Do you know who specifically in the
engineering department would have been involved in
this process?

A. Well, Jim Kauphusman and Katie Mytty are
specifically ones that Tknow of. There could

have been more, but I don't remember specifically.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Teleflex cannot prove that VSI assembled RX prototypes.

No document corroborates assembling “April” components and “July” components.

Zalesky:
But my question is: Would it be
reasonable for VSI to spend thousands of dollars
on customized parts like those shown in 2089,

2113, 2092, and 2114, would 1t be reasonable for
VSI to not assemble those parts together?

A. Tagree that doesn't make a lot of sense, but
T can certainly conceive of using those parts for
other purposes, for other potential designs,
through other exploratory concepts.

Tjust don't have any evidence that
indicates how they were used or that they were
assembled into any prototype.

Ex-2237, 208:14-25.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 38



Distal sections bear a striking similarity to OTW drawings.

WHITE 7233 PEBAX HUB

OTW Concept Drawing
- Peboe 3533 0 BoSA Pebux 5533 207BoSD4 ___  Pebor 7230 207 Bl ___
[olor: 24 (Blee) Color: 295 (Blue) (olor; 285 (Ble)

0.5 AREALED BRAJD

0.5 N0 BRA1D

< [ETAIL &

o e 0.000/D 040 RKER 44O LOCATIOH

7.0 (1] : .50

Distal Component

Ex-1763; Ex-2089.
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Teleflex is missing key RX documents.

* No photographs. ®

 No assembly instructions. otobookes KD
- \

.
A CHER TR
e

* No laboratory notebook entries. sm——
LABORATORY NOTEBOOK

aned to (=Ceao

* No testing protocols.

* No testing notes / data / results. ®

Notebook No.: KA
Assignedto: e % \p0e NG\
Date: bl o™ o
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 40

Ex-1109/1309/1709; Ex-1758.




Reduction to practice: Constructing + Demonstrating

1. Construct a prototype
embodying the claimed
invention.

2. Demonstrate that the invention

would work for its intended
purpose.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Intended Purpose

Intended purpose: to increase
backup support for accessing and
crossing tough occlusions.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 42



Intended Purpose

Sutton:

Notebook No. _ 1
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Ex-2002.
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The parties agree on the intended purpose.

Teleflex:

The intended purpose of the GuideLiner was {ofifictéase’backup Supportion
delivery of interventional cardiology devices, including procedures mvolving
OUEIOHEFONEOEIOEESIONS Fxs-2002, -2003, -2024.

PO’s CRTP Sur-Reply at 9.
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The witnesses agree on how to test that intended purpose.

Intended purpose: to increase
backup support for accessing and
crossing tough occlusions.

Demonstrating whether the
invention would work for that
intended purpose: benchtop test
simulating challenging anatomy.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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The witnesses agree on how to test that intended purpose.

1. Set up benchtop model to
simulate challenging
anatomy.

2. Run prototype through and
advance ICD to test
navigating, accessing, and
crossing.

3. Retrieve prototype in one
piece.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 46



Root agrees that demonstrating required certain testing.

1. Set up benchtop model to
simulate challenging
anatomy.

Ex-1762, 100:10-22.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Root:

Q. Okay. I'mean, first of all, I'll just ask

again, you know, if you built one of these
prototypes, in order to know that it worked for
its intended purpose, did you even have to test it
at all or would you know just from making it?

A. No. You would have to evaluate it. You
Q. So then in order to know it worked for 1ts

intended purpose, you would have to put it into a
benchtop model; is that right?

A. Yeah. Benchtop model, you could define a lot
of ways, but essentially, yes.




Root agrees that demonstrating required certain testing.

1. Set up benchtop model to
simulate challenging
anatomy.

2. Run prototype through and
advance ICD to test
navigating, accessing, and
crossing.

Ex-1762, 100:23-101:10.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Root:

Q. And for what you talked about, basically
extending a guide catheter, is the procedure what
you think you'd have to do to basically Getthe

guide catheter in and then put the GuideLiner
{hroughitand extend outofit? Does that make
sense?

. That's part of it, yes.

Q. And once you did that, in your view would you
know that it works for its intended purpose?

A You also should deliver a device through it

48



Root agrees that demonstrating required certain testing.

3. Retrieve prototype in one
piece.

Ex-1762, 101:14-19.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Root:

Q. So once you've done that, you've put it in

the benchtop model and you've put a device through

it, 1s that 1it? At that point do you know it
works for its intended purpose?

A. Well, you need to retrieve it, so you would

49



Root agrees that demonstrating required certain testing.

1. Set up benchtop model to
simulate challenging
anatomy.

2. Run prototype through and
advance ICD to test
navigating, accessing, and
crossing.

3. Retrieve prototype in one
piece.

Ex-1762, 101:19-102:3.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Root:

So you would do a
simulated procedure, so just like what they would

do 1n the cath lab. And you would have your guide

catheter in place.




Keith expanded on what that testing should look like.

1. Set up benchtop model to
simulate challenging
anatomy.

Ex-1764, 64:2-17.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Keith:

Q. Sure. So those -- and we've talked about those
before, tight lesions, tortuous anatomy, et cetera.
[s it possible to test for those things in
a benchtop model or to create those kinds of challenging
coronary anatomy?

A. Yeah. I think one can simulate that fairly
| well in a bench model.

Q. What do you have to do -- I don't know how
benchtop models work. I assume that they're pretty
standard.

But how do you set up a benchtop model

such that it's presenting challenging coronary anatomy?

A. Well, for example, NouldSefitupSoihat
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Keith expanded on what that testing should look like.

Keith:

Q. And it would be possible to see how a guide
extension catheter like GuideLiner behaves under those

circumstances?
A. Sure, that would be possible.
Q. For instance, you could see under those

2. Run prototype through and circumstances (RIS IS CAE RO
advance ICD to test T —
navigating, accessing, and force it take to make it ack out o converscly Gl
crossing. |

GuideLiner?

A Again, one could measure that if one wanted to
| in -- in various ways, yes.
Q. And I think we already discussed you could

observe whether there was @iy device hang-upy right?

A. Generally, ves.

Ex-1764, 66:1-13, 67:1-3.
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Keith expanded on what that testing should look like.

1. Set up benchtop model to
simulate challenging
anatomy.

2. Run prototype through and
advance ICD to test
navigating, accessing, and
crossing.

3. Retrieve prototype in one
piece.

Ex-1764, 66:14-25, 67:4-10.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Keith:

Q. Sure. And you could also make observations
about whether a GuideLiner prototype, for mstance, had
any kinking problems?




Zalesky opined that demonstrating required certain testing.

Zalesky:

235. Ttis possible to set up a benchtop model in a particular way to
simulate challenging coronary anatomy, tortuous anatomy, or tough lesions. Not
every “benchtop test” would allow an observer to judge whether a device would

provide backup support for complex PCI procedures, allowing accessing and

crossing tough or chronic occlusions. VSI needed to at 1east_

‘model to simulate the anatomy the RX GuideLiner was intended to address and
then (l)—a guide catheter and out its distal end, (2)
deliver an interventional cardiology device, and (3) retrieve the RX device in one
Ex-1755 1 235.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Teleflex adduced zero RX testing evidence.

Takahashi Sakurada
VSI Benchtop Model Demonstrating Increased Demonstrating Improved
July 2005 Backup Support Crossing Ability

¥

o

f.‘

i |

Ex-2129; Ex-1010; Ex-1055.
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Teleflex adduced zero RX testing evidence.

Erb Schmalz
VSI Technician VSI VP of Regulatory

UNITED STATES PATENT AND TRADEMARK OFFICE
UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD
BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC. INC.. AND MEDTRONIC VASCULAR_ INC.

MEDTRONIC, INC., AND MEDTRONIC VASCULAR, INC. Petitioners,

Petitioners, v

TELEFLEX INNOVATIONS SARL

~ Patent Owner.
TELEFLEX INNOVATIONS S.AR.L.

Patent Owner.

DECLARATION OF DEBORAH SCHMALZ
DECLARATION OF STEVEN ERB

Ex-2122; Ex-2039.
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Teleflex cannot prove that VSI tested RX prototypes.

Erb

VSI Technician

> & O

=
A
4.
un
=
=

i L=]
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un
wn
=
=
=
—_
-
=
(]
—
=
g7

term.

Q. You were standing there or you were
assisting?

A. Well, 1t would have been both. Whatever was

Q. Okay. Staying on paragraph 11, you've also
written that

A Correct.

required of me being a technician. 'So sometimes T

Ex-1756, 66:25-67:22, 71:11-73:20.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Teleflex cannot prove that VSI tested RX prototypes.

Kauphusman
GuideLiner Lead Engineer

53
PROJECT S wioE é/ugﬁt rage

70:_:5 TNt é(_/ﬁ b fZ’P):a.e'ﬁ/t'Z? 73.0&‘?1‘?#/.«/&" /I' /‘/7 C@/«f/ﬂza vsey
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Ltvice Couwenr | d3| (hap| Tam aerey Tide Lforown ceetsoar— Ly
S.:/PFOJ??" dgo.won; gr’ 77;&’ C.;U/GEZ/NEZZ @EV!C{Z

\ OTW Testing

Ex-1760 at 87.
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Teleflex cannot prove that VSI tested RX prototypes.

Schmalz
VSI VP of Regulatory

Q. Understood. Now. vou did not conceive of the
GuideLiner rapid exchange invention; 1s that
correct?

A That 1s correct.

Not a POSITA,
no personal knowledge

» |‘ﬂ w I|ﬂ

Ex-1766, 34:11-35:1.
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Teleflex cannot prove that VSI tested RX prototypes.

Schmalz
VSI VP of Regulatory

6. Exhibit 2024 1s a Product Requirements document for the GuideLiner

Catheter System, dated August 24, 2005. Such a document was created for

products at the end of the concept development phase. —

Ex-2039 | 6.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 60



Teleflex cannot prove that VSI tested RX prototypes.

* No reliable date.

* No author.

* No content.

* No electronic copy.
* No RX file name.

 No authenticator.

Petitioners’ Motion to Exclude Ex-2024; Ex-2024.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

PRODUCT REQUIREMENTS:
GuideLiner Catheter System

Document Approvals:
Reviewer J. Kauphusman
Documentation J. Kujawa
3. REQUIREMENTS/SPECIFICATIONS
| PRODUCT SPECIFICATIONS | TEST METHOD

USER REQUIREMENTS

[ The catheter system must allow for
advancement of the treatment catheter beyond
(deeper) than using a guide catheter alone

The catheter system must be capable of
withstanding normal insertion and removal
forces through commeonly used guide catheters
and through the arterial system.

The catheter system must slide inside the guide
catheter and through the anticipated
vasculature and be able to navigate the blood .
vessels without kinking,

The catheter system must provide for an
atraumatic entry into and travel through the
blood vessel.

61



Teleflex cannot prove that VSI tested RX prototypes.

Teleflex cannot rely on the date on the face of the document “as proof of
date[] of creation, modification, or publication”—the date is inadmissible
hearsay if Teleflex “has not established that the dates [on the face of
the document] are automatically generated.”

See Standard Innovation Corp. v. Lelo, Inc., IPR2014-00148, Paper 41 at
18 (PTAB Apr. 23, 2015).

Petitioners’ Motion to Exclude Ex-2024 at 3.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 62



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).

Petitioners’ CRTP Sur-Sur-Reply at 12.
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Predicting is not demonstrating.

“[E]vidence reflects that it was engaging in further testing and redesign
and fully expected that the product would eventually work properly, but
what is required is not a mere basis for prediction but an actual
demonstration.”

Tyco Healthcare Grp. v. Ethicon Endo-Surgery, Inc., 514 F. Supp. 2d 351,
361 (D. Conn. 2007).

Petitioners’ CRTP Reply at 26.
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The Counter-Narrative

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 65



VSI did not reduce to practice before Itou.

<= @ @ -@ @ %% @ @ ® @ o>

June 2005
Market Feasibility Memo

Vascular Solutions, Inc.

Memo

From: Howard Root
To:  GuideLiner DHF
Date: June 23, 2005

RE:  Market Feasibility for the GuideLiner catheters

Background

‘fAs part of Phase I of the product development

—
I the GuideLiner in an Over-the-Wire version, a Rapid Exchange Version, or both I

Zalesky:

172. Mr. Root discusses a market feasibility memo dated June 23,2005, in

which he discusses both an OTW and an RX version of the GuideLiner catheter.

Ex-2118 9 37, citing Ex-2017. In my experience,—

-It provides justification for allocating resources to the prospective new

Ex-2128; Ex-1755 [ 172.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

project, and is usually among the very earliest entries into a DHF. 66




VSI did not reduce to practice before Itou.

<= @ @ -@ @ &T @ @ ® @ o>

July 2005
RX Design TBD

Vascular Solutions, Inc.
Research & Development Update
July 2005

device for providing extra guide catheter back-up support during PTCA procedures.

daicoreiinsatholonily

rapid exchange version to follow1

1

Ex-2130.
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VSI did not reduce to practice before Itou.
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August 2005 (?)
RX Product Requirements Incomplete

PRODUCT REQUIREMENTS:
GuideLiner Catheter System

Document Approvals:

Za I es ky L} Reviewer J. Kauphusman 8/24/05
[

Dc i J. Kujawa 8/24/05
196. A Product Requirements document is, in my experience,_

3. REQUIREMENTS/SPECIFICATIONS
e %
USER REQUIREMENTS ‘ PRODUCT SPECIFICATIONS ‘ TEST METHOD
3.1 Performance Requirements S e —
. . “The catheter system must allow for

(deeper) than using a guide catheter alone

“The catheter system must be capable of
withstanding normal insertion and removal
forces through commonly used guide catheters
and through the arterial system.

The catheter system must slide inside the guide
catheter and through the anticipated
vaseulature and be able to navigate the blood
vessels without kinking.

‘The catheter system must provide for an .

atraumatic entry into and travel through the
blood vessel

Ex-2024; Ex-1755 {[{ 196-99.
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VSI did not reduce to practice before Itou.

Ex-1007.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

o—0

September 2005
ltou

a2 United States Patent

Ttou et al.

(10) Patent No.: US 7,736,355 B2
5) Date of Patent: Jun. 15,2010

(54) INTRAVASCULAR FOREIGN MATTER
SUCTION ASSEMBLY

(75) Inventors: Takenari Itou, Shizuoka (JP): Tetsuya
Fukuoka, Shizioka (1P)

(73) Assignee:

rumo Kabushiki Kaisha,
fokyo (JP)

5569204 A 101996 Cramer
s, §1999 Gordon
22005 Bagaoisan e al 0

20020177800 A1 1112002 Bagaoisan et al.
20030050600 AL 32003 Resemana of al.

FOREIGN PATENT DOCUMENTS
Wo WO009498 1172000

Filed:

Sep. 23, 2005

PUBLICATIONS

Adicle 96(2) FPC)
ponding Turopean
07

holas D Lucehesi
istopher D) Koharski
br Firm—Buchanan Tngersoll &

7 ABSTRAC

yisinsertable
diameter and

into  blood vessel having & relatively

i
suction assembly includes a combination of a guiding cath-
eter for being inserted to an ostium of s coronary artery of the
corta and a suction catheter inserted in the lumen of the
‘guiding catheter and extending farther than the distal end of

ing catheter for removing foreign matter in a blood

@0) Forelgn Application Priority Data
Sep.24.2004  (IP) 2004-276291
(1) Tnt.CL
AGIM 25/00 (2006.01)
(52) US.Cl e 604/523; 6041264
(58)  ¥ield of Classification Search 604/19,
604/192, 264, 523, 507, 526, 16401, 101,03,
04/101.04, 173, 508
S file p history.
(56) References Cited

U.S. PATENT DOCUMENTS
SOILASS A 41991

5226835 A ¢ 71993 Amey 0410307
385562 A ¢ 11995 028
5527290 A 61996 Adams etal
'
—

m_-

I
&

ssel et location in
The suction catheter includes a twbular portion provided on
the distal end side and a wire portion provided on the proxi-
mal end side of the tubular portion and Wherein the wire
portion has a distal end embedded in & wall which forms the
tubular portion,

1e

ims. 10 Drawing Sheets
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VSI did not reduce to practice before Itou.
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December 2005
Additional Engineering Required

Vascular Solutions, Inc.

2
The rapid exchange version Ing?ijt'iti?'ifbujseit::’es

requires additional engineering and is not included in our 2006 forecasts.

Ex-2131.
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VSI did not reduce to practice before Itou.

< o o -

2005 E
December 2005
Additional Engineering Required
z 2 NS S 1D N i
O 370 =107 e e AW Rented- SRV A A7ATS e—5=5-00
-~ i 2 = o) W ff 3 " | D e
S / ] H=2=Z0o5 WM\\V\‘?-\:—Vﬁvi AN IC{ :)‘\IW\ T\ \’YAVl?AA / ‘RD \a j\u -
A AL FA A"\ e,
S s o o7, RS AT KRV mer QTR S K ‘ﬁ@//?gr" ﬁ-» e \j
O 373 [71~2005 burdelm\ow UV? ~—txerh =Y. SHim 1IN /‘\/77f¥ )\)sjf Cdm‘{‘eo{\
~ =l [ o A 197 \
o7 1 =rror S Tadrtier uv: MW‘U&\}/ TR /,}///JV r 4
RO’ ? S TZ7772CCS Wil‘l\\.v (l\nwv U uurc?g"»‘u?'kf\\ i \\'\. I/ /ﬁs_ /
Sutton:

Q. What 1s design verification testing”?
A

Ex-1768, 14; 1757, 77:16-18.
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VSI did not reduce to practice before Itou.
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May 2006
Design In Progress

Guide Liner Team Meeting
Date: May 2, 2006

Attendance: luheT apper, Jason Garri tyD n Gabrielson, Bill Hughes, Deborah Neymark, Jon
Aichner. Jeff Welch, Vince Ha kenm\ eller, Katie Mylty

€ fl) Review Initial Desi gn and Intended Use

Dscusswn
vI talDesgl ndIl dedU

pnr.)r to demgn ock

Revxew product specs from origit nal design
Harm/Hazard analysis (start at next meeting)

Design Concept .
Product Requirements oo .
Other Items:

e “Product Requirements” documents at VSI were used to begin

Actions:
None

the formal quality process i HDNIENENSSEIIOZCIICUCIICCEDIIIED

Ex-2109; Ex-2118 q] 54. -
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VSI did not reduce to practice before Itou.
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2007
April 2007
RX Design In Progress
R&D Device Idea List | 04-30-2007 page 1
lee 0 e bae ~ Concept Drawing: TBD
Varilase Bright Tip Rail 1 J. Welch 4/20/07, BD- £ 4 4

%gf;rs Tec quoting price and lead trime for Design Freeze: May 30, 2007

- Project review scheduled for today

S000-85000-05019

Guide-Liner I V-Ue]ch TBD 3/30/07 | - Assembly of polymer shaft to NiTi
A guide catheter support 2 backbone repeatability issues.
device to aid in delivery - New adhesive with new LED light source
of treatment catheters being investigated
- Assembly cost for GuideLiner with
I . n

22. How strong is the bond between the metal collar and the guide extension on the
GuideLiner?

3000-85000-03005

We did many pull tests on
validation lots of the GuideLiner and the catheter would withstand at least a 3.5 1b. pull force.
To give you some idea of what that feels like, that pull force 1s about the same as what it takes to
lift a half-gallon of milk.

Ex-1769; Ex-1770.
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VSI did not reduce to practice before Itou.
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June 2008
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VSI did not reduce to practice before Itou.
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- @— T @ @ @ @
July 2008
RX Design Pushed Out
Research & Development Update — July 2008
Jeff Welch (Devices) and Steve Penegor (Biologics)
‘ /?(:l:z// or for guide catheters to provide extra back-up support during PTCA procedur
ftlmelmes have been pushed out due to drastlc design changesi

Ex-2132.
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ost effe t We are pla nnin
2008.

Ag st 2008 design fre

e with a 510k subm n in November




VSI did not reduce to practice before Itou.

<=0 @ @ -@ ? o——O @ @ ® @ o>

May 2009
RX Product Requirements Complete

PRODUCT REQUIREMENTS:
GuideLiner

3.1.3 The GuideLiner (6Fr, 7Fr, & 8Fr)
Reviener e Peerson 09 must be capable of advancing through a
Documetation Laurs Thomas 51510 guide catheter that is placed in simulated
—_— anatomy until 10cm of the GuideLiner

R e e ——————L have extended pass the tip of the guide

Document Approvals:

The device(s) must pass through a guide 3.1.1 The GuideLiner (6Fr, 7Fr, & 8Fr) | Design Specification

catheter and into the vasculature without shafts’ distal 15¢cm must have a coil, and | TP1182

kinking or seizing. be capable of a 1” bend radius without Ca eter‘
kinking,

3.1.2 The GuideLiner (6Fr, 7Fr, & 8Fr) Design Specification
shafts’ distal 15cm must have a silicone
coating.

3.1.3 The GuideLiner (6Fr, 7Fr, & 8Fr) TP1276
must be capable of advancing through a
guide catheter that is placed in simulated
anatomy until 10cm of the GuideLiner
have extended pass the tip of the guide

catheter.
The device(s) must have a lubricious inner 3.1.4 The PTFE lined inner diameter of | Print Verification
with the largest possible 1.D. while the GuideLiner must be:
maintaining structural integrity. GuideLiner Size Minimum LD
056"
7F 062"
8F 071"

Ex-1767.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 76



VSI did not reduce to practice before Itou.

Phasel RXDesign Prod.Regs.

Add’l Engineering

Feasibility TBD Incomplete ltou Required
Initial Design
Work Continues
2006
Assembly
Issues
2007 =
Concept “Drastic Design
Drawing Changes”
+® @ o— @ o——O @ *——O ® o>
2008 e | [ e e e e e
o
Prod. Regs. —
Complete
2009
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 77



Teleflex incorporates its claim-by-claim arguments by reference.

The Rule

Teleflex’s Opening Brief

(3) Incorporation by reference; combined
documents. Arguments must not be in-
corporated by reference from one docu-
ment into another document. Com-
bined motions, oppositions, replies, or
other combined documents are not per-
mitted.

37 C.F.R. § 42.6(a)(3); PO’s CRTP Response at 22.
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Submitted herewith are Declarations testifying that, prior to September
2005, prototypes of the claimed invention were made and tested to confirm that

they would work for their intended purpose. (Ex. 2118, §915-58; Ex. 2119, 996,

16-46: 2122, 995-13: 2039, 96-10.) (ROGHS UECIFAOR ARG THCNES dEtiicd)

Felvingon tous (Ex. 2118, 9978-82 and Appx. AgE:Ex. 2123.928)

>100 pages
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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).

Petitioners’ CRTP Reply at 28.
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Teleflex cannot prove that VSI was diligent.

Engineering Work

| | | | | | | L.
| I l | I | | |

Sept. 23, 2005 May 3, 2006
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Teleflex cannot prove that VSI was diligent.

Root:

Q. So first question: Why was the (OVer-the=wire

listed as -- you're going to submit to approval
for that first?

A. Because it was much easier to get regulatory
approval and do the testing for the rapid -- or
for the over-the-wire version.

Q. Okay. And this was October, and you were
going to do that by December of 2005, right?

A. That was the plan.

Q. And why didn't that happen?

Q. Gotit. And so then the other piece there,

it says, the fapid exchange Versionl you were
going to do a 510(k) in the first quarter of 2006.
Do you see that?

A. Tsee that.

Q. And this may be the same answers, but
obviously you did not submit that in 2006, right?
A. Correct.

Q. And is it for the same reason; you had some:
transition and needed to have a new team for the
rapid exchange version?

A. Correct, yeah. Mainly that.

Ex-1762, 131:3-133:3.
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Teleflex cannot prove that VSI was diligent.

Parts Purchases

| | | | | | bld W
| l l | l | | I

Sept. 23, 2005 May 3, 2006

Ex-2104; Ex-2106; Ex-2107.
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Teleflex cannot prove that VSI was diligent.

Prosecution Work
One email
~22 hours ~27 hours ~9 hours
attorney work attorney work attorney work
——+——t———++
Sept. 23, 2005 May 3, 2006

Ex-2098; Ex-2101; Ex-2103; Ex-2117.
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Teleflex cannot prove that VSI was diligent.

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AN

UNITED STATES PATENT AND TRADEMARK OFFICE
MEDTRONIC, INC., AND MEDTRO!

Petitioners, BEFORE THE PATENT TRIAL ANT|

v

: UNITED STATES PATENT AND TRADEMARK OFFICE
TELEFLEX INNOVATIO]

MEDTRONIC, INC., AND MEDTRON|

Patent Owner.

Petitioners, BEFORE THE PATENT TRIAL AND)
v.

IPR2020-00126 EFLEX INNOVATION

UNITED STATES PATENT AND TRADEMARK OFFICE
p INC., AND MEDTRON

Patent Owner. Petitioners, BEFORE THE PATENT

ST. S PATENT AND TRADEMARK OFFICE
PATENT OWNER’S SUH
ADDRESSING CONCEPTION AND RED)

atent Owner. E T ’ATENT TRIAL AND APPEAL BOARD

PATENT OWNER’S SUR TELEFLEX INNOVATION| DTRONIC, INC., AND MEDTRONIC VASCULAR, INC
ADDRESSING CONCEPTION AND RED IPR2020-00134 Patent Owner. Petitioners,
V.
T OWNER’S SUR| IPR2020-00135 TELEFLEX INNOVATIONS SARL.
ADDRESSING CONCEPTION AND RED [ — Patent Owner.
PATENT OWNER’S SUKR IPR2020-00137

ADDRESSING CONCEPTION AND RED|

PATENT OWNER’S SUR-REPLY
ADDRESSING CONCEPTION AND REDUCTION TO PRACTICE
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Teleflex cannot prove prior invention.
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PETITIONERYS DEMONSITRATIVE

Vledtronic, Iinc. and Medtronic Vascular, inc. V.
Ielefiex Innovations S.A.R.L.

IPR2020-00126, -00127, -00128, -00129, -00130,
-00132, -00134, -00135, -00136, -00137, -00138

March 8, 2021
ORAL HEARING
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Conception and Reduction to Practice

Merits

 Introduction

 ltou (IPR2020-00126, -00128, -00132, -00134, -00135, -00137)
* Ressemann (IPR2020-00134, -00138)

* Double Incline Claims

« Secondary Considerations

* Means-Plus-Function (IPR2020-00129)

« Kontos (IPR2020-00127, -00130, -00136)

Motions to Amend
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’032 Patent

US00S048032B2

iz United States Patent 10y Patent No.: US 8.048.032 B2
Root et al. 45) Date of Patent: Nov. 1, 2011

P

| COANIAL GUIDE CATHETER FOR

(57) ABSTRACT

A coaxial guide catheter to be passed through guide catheter
having a first lumen, for use with interventional cardiology
devices that are insertable into a branch artery that branches

off from a main artery. The\Coaxial Suide Cathcteris extended

r X
regz Sutton. Ma
Jeffrey M. Welch, Maple Gi
(S5 Jasan M. Garrbty, M
MN (LS)

Vascular Selutions, Inc.. Minncapolis,
MN (US)

211 Appl. No. 11416,629
7)  Filed May 3, 2006

63) Prior Publication Data
US 20070260219 Al MNov. B, 2007

513 Ime.CL

A&IM 5178 {2006.01)

AGIM 2500 {2006.01) +
52) US.CL SR16L1; SEIS

38)  Field of Classification Search .
H04/103.09, 160-162, 154.01,

The device assists in resisting axial and shear forces exerted
by an interventional cardiology device passed through the
second lumen and bevond the flexible distal tip portion that
would otherwise tend to dislodge the guide catheter from the

SO4IS25, 16
Sex application file for complete scarch history

56 References Cited

S. PATENT DOCUMENTS
VIED Ellson
el

— 22 Claims. 13 Drawing Sheets braﬂCh HITEI'}’+
e _lig,;a:*ﬁi—a IPR2020-00126, Ex-1001 at 1
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’032 Patent

Coaxial guide catheter 12 1s now ready to accept a treat-
ment catheter such as a stent or balloon catheter. Referring to
FIG. 9, the combination of guide catheter 56 with coaxial
guide catheter 12 inserted into ostium 60 of coronary artery
62 provides improved distal anchoring of guide catheter 56
and coaxial guide catheter 12. The presence of coaxial guide
catheter 12 within guide catheter 56 also provides stiffer back

up support than guide catheter 56 alone. The combination off

backup support to resist dislodging of guide catheter 56 from
ostium 60 when force is applied to guidewire 64 to pass

through stenotic lesion 66 or another lesion. In addition, the
improved back up support assists in the positioning of a
treating catheter that may include a stent or balloon.

IPR2020-00126, Ex-1001, 7:61-8:7; Fig. 9 (color added)
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’032 Patent

rbo Q. Right. But in general. vou didn't come up

: HM“L‘L = | with guide extension: you didn't come up with

U e rapid exchange. Your testimony is you came up

Z with the combination of the two: 1s that right?
e THE WITNESS: Yeah. We did not
invent rapid exchange. and we did not invent guide
. 132 (reene Bats 760 extension. but we invented rapid exchange guide
extension.

VIDECTAFED DEPOSITION OF
r———- Fig. 1

~10

DATE: November 13, 2020

TIME: 9:32 a.m. Central Time /

PLACE: Veritext Virtual Vidscoconference <

—24
|
[ 4 I,
7 T ]
REPORTED BY: DAULA K. RICHTER, RMR, CRR, CRC 12~ ‘_2p 18- 16
(By vidsoconferencel

Ventext Legal Solutions
www. veritext. com 833-301-3376
Medtronic Ex 1762
Medtrome v. Teleflex

0261 28 5 5 560 5 mei | |PR2020-00127, Ex-1762 (Root Tr), 39:14-17, 19-22, Reply at 24; Ex-1001, Fig. 1
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Takahashi

Basic Science Review

New Method to Increase a Backup Support of
a 6 French Guiding Coronary Catheter

Saeko Takahashi,'* mp, Shigeru Saito,’ mp, Shinji Tanaka,' mMp, Yusuke Miyashita,' mp,
Takaaki Shiono,' Mo, Fumio Arai,” mp, Hiroshi Domae,” mp, Shutare Satake,’ mp, and

" 2
Takenari Itoh,” phD 5-French guiding

A & Fr guiding catheter is used in the coronary catheter

(PCI). However, one of the limitations of the & Fr guiding catheter is its weak backup
support compared to a 7 or an 8 Fr guiding catheter. In this article, we present a new
system for PCI called the five-in-six system. Between March 2003 and September 2003,
this system was tried on eight chronic total occlusion cases. The advantage of the
five-in-six system is that itincreases backup support of a & Fr guiding catheter. Catheter
Cardiovase Intery 2004:63452-456. o 2008 wiay.Liz, ==

Key words: five-in-six system: backup support: 6 Fr guiding catheter: chronic total

occlusion

INTRODUCTION

Currently, a 6 Fr guiding catheter is commonly used in
percutaneous coronary intervention (PCI), since ils use
can decrease 3 sile complication, enable early am-
bulation, and reduce the consumption of the contrast dye
[1—4]. Major limitations of a 6 Fr guiding catheter are the
inner lumen is not big eno o accommodate bulky
atherectomy devices, and its backup support is not strong
compared to & 7 or an ¥ Fr catheter. In this report. we
demonstrate a new technique for PCI called the five-
in-six system, which increases a backup suppori of a 6 Fr
guiding catheter.

MATERIALS AND METHODS
The Five-in-Six System

The five-in-six syslem is a method of inserting
guiding catheter (Heartrail, Terumo, Japan) into a 6 Fr
guiding catheter to increase backup support. As we insert
the 5 Fr inner guiding catheter into the larget arlery
through the outer 6 Fr guiding catheler, stronger backup
support can be generated (Fig. 1A).

This 3 Fr Heartrail straight guiding catheter is 120 cm
in length, whereas the 6 Fr guiding catheter is 100 cm.
The 5 Fr Heartrail catheter has a very soft 13 cm end
portion. This soft end portion can easily negotiate the
tortuous coronary artery with the minimal damage and
then it can be inserted more deeply into the artery. The
inner lumen of the 5 Fr Heartrail catheter is 0.059" in

© 2004 Wiley-Liss, Inc.

diameter; it can accept normal balloons or stent delivery Protruded
systems less than 4.0 mm in diameter. The inner lumen of
the outer 6 Fr catheter needs to be more than 0.071" in
diameter to accommodale the 5 Fr Heartrail catheter;
Launcher (Medtronic), Heartrail, and Radiguide
Terumo) guiding catheters can meet this inner lumen
diameter.

6-French 5-French

guiding catheter guiding
catheter

In Vitro Experiments

We measured the backup support of this five-in-six
system in vitro using an experimental system. The artery
model had three curves simulating tortwous coronary
arteries. It was filled with waler that was kept at 37°C
(Fig. 1B). A guiding catheter was engaged into the os-
tium of the artery model. Then a rapid-exchange balloon
catheter (Ryujin * 20 mm; Terumo) was pushed into

"Division of Gardiology

ciagt ol gYstem for PCI called the five-in-six system. Between March 2003 and September 2003,
w1 this system was tried on eight chronic total occlusion cases. (The advantage of the
i Hopn five-in-six system is that it increases backup support of a 6 Fr guiding catheter. Catheter
reeis oo Cardiovasc Interv 2004,63:452-456. = 2004 Wiley-Liss, Inc.

*Correspondence lo:
Catheterization L

DOT 10.1002/ced,
Published online in W

InterScience (www interscs

IPR2020-00126, Ex-1010
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U.S. Patent No. 5,439,445 (Kontos)

10O O R
US003439445A.

United States Patent uy 01 Patent Number: 5,439,445
Kontos [+5] Date of Patent: Aug. 8, 1995

IPPORT CATHETER ASSEMBLY
1111111111111111

When extendmg beyond the distal end of guide cathe-
ter 38, body 12 functions as 4 guide catheter extension,
and the gap that PTCA catheter 40 must negotiate
w1thout assistance is made much shorter. It will be

‘member mbc wire or a manipulating
tubula body also may be provided witha el ped

. STENT 10 vo
3 4
VN O . 3
| v e ——————————————m— T 26
) 000 -y
N QO 9 32
- . Sp==IISITIoIIITET e
22 b 127 4, b 7 147
. 2 3 18 4
FIG. 1

Ex-1409, Fig. 1; 5:49-52
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U.S. Patent No. 7,604,612 (Ressemann)

USK

1z United States Patent 10) Patent No.:  US 7,604,612 B2
Ressemann et al. %) Date of Patent: Oct. 20, 2009
(34} EMBOLI PROTECTION DEVICES AND FOREIGN PATENT DOCUMENTS

RELATED METHODS OF USE
09 A2 S99

FIG. IB

o IN2I4.TI2
(22} Filed: Aug. 9, 2002

Prier Publication Dats
S 20030050600 A1 Mar. 13, 2003

S04/100.01

15 Claims, 7|

o IPR2020-00126, Ex-1008, Fig. 1A

e i
1 ———— __L
|' —‘
T i

%2119——944—»—_1"9—-1
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U.S. Patent No. 7,604,612 (Ressemann)

As embodied herein and shown in FIG. 1A, an evacuation

sheath assembly 100 is provided. (Evacuation sheath assem?
bly 100 includes an evacuation head and a shaft. Asembodied

herein and shown in FIG. 5A., the evacuation sheath assembly

100 is sized to fit inside a guide catheter §0'advance a distal
end of the evacuation sheath assembly into a blood vessel to

Additionally, although the method
of use of the evacuation sheath assembly will be described
with respect to placing a stent Withiflavessel, the evacuation
sheath assembly 100 can be used during other therapies, such
as angioplasty, atherectomy, thrombectomy, drug delivery,
radiation, and diagnostic procedures.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

IPR2020-00126, Ex-1008, 6:18-26, 29-34
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U.S. Pat. No. 7,736,355 (ltou)

uz United States Patent toy Patent No.:  US 7,736,355 B2
Ttow er al. 45y Date of Patent: Jun. 15, 2010

UB007736355]
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(36} References Cited
LS. PATENT DOCUMENTS
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suction assembly includes a combination of a guiding cath-
eter for being inserted to an ostium of a coronary artery of the

aorta and a Suction eathéier inserted in the lumen of the

guiding catheter and extending farther than the distal end of

the guiding catheter (ORCHOVIRE TOrCIg A S abIood
vessel which exists at a target location in the coronary artery.
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in the wire
which forms the

IPR2020-00126, Ex-1007, Abstract
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More preferably, the suction catheter includes @ tubular

nd a solid wire-like por-

and having a distal end
embedded in a wall which forms the tubular portion. Further,

22 2 ] 4 B
] | / 7%
\
d ( 7
()
22 M
\‘_’f——ﬁhﬁh\/ﬁﬁhh'&'/
3

IPR2020-00126, Ex-1007, Fig. 3 (color added); 2:12-15
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( Heart 821

The tubular portion 24 of the suction catheter 2 has un outer

diameter with which it can be inserted into the coronary artery 82

82 and ({8 introduced along the guide wire 6_ o
The tubular portion

24 1s designed so as to have a sufficient axial length so that the

(proximal end)of the tubular portion 24 in an open state inay
not leap out from the distal end of the guiding catheter 1 u

pon

such introduction of the tubular portion 24.

|
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1007, Figs. 1B, 6 (color added); 5:35-42 100
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25-26, 29-31, 33-40, 42-43, 45 1 ltou

26, 38-40, 43-45 2 ltou, Ressemann

32 3 ltou and knowledge of a
POSITA

44 4 ltou, Kataishi

44 5 ltou, Enger

Claims addressed in Patent Owner’s Response
- 44

Unrebutted claims: 25-26, 29-31, 33-40, 42-43, 45
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IPR2020-00132

25-31, 33-38, 41, 42, 44, 47 1 ltou

25, 30, 32, 39, 40 2 ltou, Ressemann
32 3 ltou, Kataishi

32 4 ltou, Enger

Claims addressed in Patent Owner’s Response
* Dependent claims 32, 39

Unrebutted claims: 25-31, 33-38, 40-42, 44, 47
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IPR2020-00134

48, 51, 53 1 ltou

48, 51, 53 2 ltou, Ressemann

52 3 ltou and knowledge of a POSITA
48, 51, 53 4 Ressemann

Claims addressed in Patent Owner’s Response
« Ground 4 only (claims 48, 51, 53)

Unrebutted claims: Grounds 1-3 (claims 48, 51-53)
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IPR2020-00126

8,048,032 Instituted Ground References

claims

1-19, 22 1 ltou

3,13, 14 2 ltou, Ressemann
20 3 ltou, Berg

Claims addressed in Patent Owner’s Response
* Independent claims 1, 11

» Dependent claims 3, 6, 13, 14

Unrebutted claims: 2,4, 5, 7-12, 15-19, 20, 22
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IPR2020-00128

RE45,380 Instituted References
claims Ground

1-4, 6-10, 12-20, 23 1 ltou

3, 14,15 2 ltou, Ressemann
21 3 ltou, Berg

Claims addressed in Patent Owner’s Response
* Independent claims 1, 12

 Dependent claims 3, 14, 15

Unrebutted claims: 2, 4, 6-10, 13, 16-20, 21
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IPR2020-00135

25-27, 29-33, 35-37, 41-45, 47-49 1
39, 49 2
36-37, 52-56 3
32, 36-38, 46, 52-56 4
52-56 5

Claims addressed in Patent Owner’s Response
* Independent claims 25, 52, 53, 56
» Dependent claims 32, 36, 37, 39, 46
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ltou
ltou and knowledge of a POSITA

ltou, Kataishi and knowledge of a
POSITA

ltou, Ressemann and knowledge of a
POSITA

Itou, Enger and knowledge of a
POSITA

Unrebutted claims: 26-27, 29-31,
33, 35, 38, 41-45, 47-49, 54-55
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IPR2020-00126, -00128, -00132, -00135, -00137

“Interventional cardiology devices’

o Claim Construction (IPR2020-00126, -00128, -00135)

o ltou Receives interventional cardiology devices

**k*%

ltou discloses a “flexible cylindrical distal tip portion” (claim 6, ‘032
patent) (IPR2020-00126)

ltou discloses an “inclined region that tapers into a non-inclined region”
(claim 32, '776 patent) (IPR2020-00135)
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IPR2020-00126, -00128, -00135

* “Interventional cardiology devices’

o Claim Construction (independent claims)
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“interventional cardiology devices”

US00804803282

uz United States Patent
Root et al.

US 8,048,032 B2
Nov. 1, 2011

(10 Patent No.:
#5) Date of Patent:

1 COAXIAL GUIDE CATHETER FOR
INTERVENTIONAL CARDIOLOGY
¥

\\\\\\\\\

(203 Agpl Nou 11416629
7y Filed May 32006

Prior Publication Dats

US 20070260219 A1 Now &, 2007

(513 Ink €1,
ABIM 5178
AGIM 25700

2 US.CL

#) Field of Clas

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

ional candiology devices are nsertable: 1

1. A device for use with a standard guide catheter, the
standard guide catheter having a continuous lumen extending
for a predefined length from a proximal end at a hemostatic
valve to a distal end adapted to be placed in a branch artery,
the continuous lumen of the guide catheter having a circular
cross-sectional inner diameter sized such that

e device comprising:
a tlexible tip portion defining a tubular structure having a
circular cross-section and a length thatis shorter than the
predefined length of the continuous lumen of the guide
catheter, the tubular structure having a cross-sectional
outer diameter sized to be insertable through the cross-
sectional inner diameter of the continuous lumen of the

guide catheter and defining a coaxial lumen having a
cross-sectional inner diameter through Ta.i'hir.:h-

Ex-1001, claim 1 (032 patent)
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“interventional cardiology devices”

uz United States Patent
Root et al.

For the pur-
poses of this application, the term “interventional cardiology
devices” 1s to be understood to include but not be limited to
guidewires, balloon catheters, stents and stent catheters.

Ex-1001, 1:17-21

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 110



“interventional cardiology devices”

DECISION

35U.S.C. § 314

Granting Institution of Inter Partes Review

Having considered the parties’ positions and evidence of record, we

determine that the term “interventional cardiology devices™ refers (o at least
limited to, guidewires, balloon catheters, stents, and stent catheters. In the

context of independent claims 1 and 11, the lumen of the recited guide

catheter must be sized to receive at least two types of the devices selected
from the group that includes, but is not limited to, guidewires, balloon

catheters, stents, and stent catheters.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

IPR2020-00126, Paper 22, 12
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“interventional cardiology devices”

« “...atleast two types of the devices
selected from the group that includes,
but is not limited to, guidewires,
balloons, stents and stent catheters;”

« “. ..we do not construe the claims to
require that more than one . . . be
simultaneously insertable . . .”

IPR2020-00126, Paper 22, 12-13.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

“. .. at least four of the most common
coronary devices - - - guidewires,
balloons, stents and stent catheters;” and

“any other device that is delivered
beyond the end of the device for use with
a standard guide catheter to a location in
the cardiac vasculature requiring
treatment, to provide treatment to that
location.”

IPR2020-00126, POR, 11.
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“interventional cardiology devices”

coronary arteries that branch off from the aorta. For the pur-
poses of this application, the term “interventional cardiology
devices™ is to be understood to include but not be limited to

uidewires. balloon catheters. stents and stent catheters. [n

Once the tapered 1inner catheter 1s removed a cardiac treat-
ment device, such as a guidewire, balloon or stent, may be

passed through the coaxial guide catheter within the guide
catheter and into the coronary artery. As described below, the

ing injections through existing Y adapters. Finally, the
invention has an inner diameter acceptable for delivering
standard coronary devices after it is placed in the blood ves-
sel.

from the lumen of coaxial guide catheter 12. An interven-
mmmumalmﬂm_dm such as a catheter bearing
a stent or a balloon (not shown) is then inserted through the
lumen of coaxial guide catheter 12 which remains inside
guide catheter 56.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1001, 1:17-21; 4:30-31; 5:9-12; 9:59-61 113




“interventional cardiology devices”

: 20 Q. Okay. So1s it fair to say 1 that time

| e smonsos sx 21 frame there were standard coronary devices that

| e o 22 provided treatment and others that did not provide

| SRS B 23 treatment?

Mg 24 A. Sure. In the context of what I just

N ——— 25 described, I think that's -- you know, that's a --
R 1 that's one way to look at it. yes.

gz REPCRTED BY: PAULA K. RICHTER, RMR, CRR, CRC IPR2020-001267 EX-1800 (Keith Tr') 63:20-64:1

Veritext Legal Solutions
www.veritext.com 888-391-3376
Medtronic Ex-1800
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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“interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL H

9. I understand Teleflex’s argument to be. in part. that the patent
MEDTRONIC, INC. AND MEDTRONIC VASCUL|

petonet specification uses the terms “cardiac treatment device” and “interventional

v

TELEFLEX INNOVATIONS SARL.

Patent Owner cardiology treatment device™ interchangeably with “interventional cardiology

device[s].” POR. 12 (IPR2020-00126) I disagree that the patent uses these thiee

SUPPLEMENTAL DECLARATION Of
STEPHEN JON DAVID BRECKER, MD, FRCPE, F]
SUBMITTED IN SUPPORT OF PETITIONER’S

terms as synonyvms.  The specification does not limut its discussion to treatment

devices. or even to treatment devices and catheters that deliver those devices.

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)

Medtronic Ex-1806
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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“interventional cardiology devices”

12.  Asillustrated below, an “interventional cardiology treatment device”

1s but a subset of “mterventional cardiology device(s).”

interventional
cardiology devices
used in the coronary
arteries

interventional
cardiology treatment
devices used in the
coronary arteries

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
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“interventional cardiology devices”

Fig. 1
[ Ve 10
48 -,
- 54 . \ 46
< 7 = -24
. L : _.ﬁ T _nf“» 22
y 12— o 20 18- w16

- OinceiheTaperedinner Callieleris emoved » cardiac real-

ment device, such as a gmidewire, balloon or stent, may be

passed through the coaxial guide catheter within the guide
catheter and into the coronary artery. As described below, the

IPR2020-00126, Ex-1001, Fig. ; 4:30-34

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 117



“interventional cardiology devices”

Grossman's

Cardiac Catheterization, |

Angiography, and
Intervention

SIXTH EDITION

DONALD S. BAIM
WILLIAM GROSSMAN

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

EQUIPMENT

A coronary angioplasty system consists of
three basic components (Fig. 23.2): (a) a guidifg
catheter, which provides stable access to the cor-
onary ostium, a route for contrast administration,
and a conduit for the advancement of the dilata-
tion equipment; (b) a leading gWidewire that can
be passed through the guiding cathéter, across
the target lesion, and well into the distal caro-
nary vasculature 1o provide a rail GVer Which a
and (c) a non¢lastomeric balloon dilatation cath—
eter filled with liquid contrast medium. Tec¢hnol-

IPR2020-00126, Ex-1015a, 94, Reply at 5 (citing text shown above)




“interventional cardiology devices”

Page 1

| Mevmoiic scoia, .,
: Petitioners,
5

vS. Case No. IPR%OZSQDgizEﬂsz . . . .
| s smoweions o 15 Q. So as you sit here today. you can't think of an
) B 16 example where you've used just a guide wire in a
: EPRZSECI—IE'CIIDS FPatem: 8,048,032 BZ:I - i . o ) i . . . o o 0
0| I e 17 premeditative way to treat a lesion or occlusion. right’
2000120 (patent Reac 380 ) 18 A. As the sole treatment. no.
1| Imaoo-oni (racene pms e D) 19 Q. And it's used in conjunction. the guide wire,
14 EPRES?D::E:CII;T EP:tigt REi;,379 E: .
) 20 with a stent or a balloon --
i; JOHN J. GFJZ::L’E-L;);,SI;;OIC{FAEZ: MRCP (UK} 2 ]_ J.':{. Tl‘lle-
19 DATE: November 1%, 2020 ’
2| BRI e o 22 Q. --usually. correct?
22 (via videoconference) '
2| 0B xo.. M 4326360 23 A, That is correct.

Vet Legal Seuions IPR2020-00126, Ex-1801 (Graham Tr.), 89:15-23

WWW.veritext.com 888-391-3376
Medtromic Ex-1801

Medtronic v. Teleflex

IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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“interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERTAL]

(8]

UNITED STATES PATENT AND TRADEMARK OFFICE l Only a subset of the devices specifically identified in the specification

| BEFORE THE PATENT TRIAL AND APPEAL BOARD . . . . . « .
provide treatment.(A guidewire does not provide treatment: [t instead “provide([s] a

! ekt o MEDTRONIC, INC. AND MEDTRONIC VASCULAR. INC.
3| oo = Pettionss 21 A. Thd  rail over which a series of therapeutic devices can be advanced.” Ex-1015, 95. Dr.
VASCULAR, INC., v - .
4
) ser TELEFLEX INNOVATIONS SARL. 22 vessel, . . . L. .
Patent Ovener Graham’s testimony supports this. He acknowledges that a guidewire 1s used in
‘ TELEFLEX INNOVA 23 you cag -
’ ab - 24 thin - - . . .
) | - e conjunction with a stent or balloon in order to treat an occlusion. Ex-1801, 89:2-
: 25 Q. Thy
10 SUPPLEMENTAL DECLARATION OF
STEPHEN JON DAVID BRECKER, MD, FRCP, FESC, FACC 2 ';
H SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES -
12
L ) r . .
. 1 A. Tt doesn't define that the blockage is now 90 05:30:22 Ex-1806, Reply at 5
1 2 percent. All that you are seeing is some distal ~ 05:30:27
p y g
15 -] . - .
s v 3 penetration of contrast into the distal vessel. ~ 05:30:33
B 4 Q. Okay. And does that indicate that some blood  05:30:41
DATE: January
| e si0s ap 5 flow has been restored? 05:30:48
? | e verseen: Mednonse s, Titen 6 A. Yes 05:30:49
;i IPR2020-00126/-127/-128/-120/-130/-132/-134/-135/-136/-137/-138 Page L ) ' e
22 REPORTED BY: PAULA K. RICHTER, RMR, CRR, CRC 7 Q' Alld 15 tllaT a bad tllulg? 05:30:49
- Verien Lega Sohsions e 8 A. No, itis not a bad thing. 05:30:54
Teleflex Ex. 2238
Pagel Medtronic v. Teleflex
IPR2020.00126 Ex-2238 (Brecker Tr.), 20:21-21:8, Sur-Reply at 6-7
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IPR2020-00126, -00128, -00132, -00135, -00137

o ltou Receives interventional cardiology devices

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 121



Itou Receives “interventional cardiology devices”

DECISION
Granting Institution of Inter Partes Review
35US.C.§ 314

_ Pet. 25-26 (providing the inner diameters of suction

catheter 2) (citing Ex. 1007, Table 1, Fig. 5). Patent Owner does not dispute
this evidence, but contends a “protective catheter” and “guide wire” are not

“balloon catheters, stents, and stent catheters.” Prelim. Resp. 32.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Paper 22, 20 122



Itou Receives “interventional cardiology devices”

end side wire-like portion 55 formed from a metal wire.([Fh&)

Stiction catheter 2 such that it acts as a protective safety tip

upon insertion into a blood vessel. The distal tip 52 1s made of

41

k) %

IPR2020-00126, Ex-1007, 4:48-51, 61-63; Fig. 5; and see Table 1
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE



Itou Receives “interventional cardiology devices”

As explained

above, “interventional cardiology devices™ is defined in the specification and, as

used in claims 1 and 11, requires that at least the set of four common interventional

cardiology devices—guidewires, balloon catheters, stents, and stent catheters—are

insertable.

IPR2020-00126, Paper 44 (POR), 19-20

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 124



Itou Receives “interventional cardiology devices”

And Itou’s pushwire reduces the
effective size of Ttou’s opening by about 22%. from 0.059 inches to around 0.046

inches. Id.: Ex-2145.99122-23.

IPR2020-00126, Paper 44 (POR), 21

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 125



Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIALAND AP 45.  Ttou teaches that guidewire (6) is insertable through the lumen of

MEDTRONIC, INC. AND MEDTRONIC V.

" |catheter (2). Ex-1007, Fig. 5; 4:64-65; 5:11-20. (Giiidewiresaverelknownito range in)

SUPPLEMENTAL DECLARATI
STEPHEN JON DAVID BRECKER, MD. F.

SUBMITTED IN SUPPORT OF PETITIO

Patent Owner.

Medtronic Ex-1806
Medtronic v. Teleflex
TPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 126



Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC, INC. AND MEDTRONIC VASCULAR_ INC.
Petitioner,
v

TELEFLEX INNOVATIONS SARL.

Paten

46. Similarly, even if the “effective size” of the opening to the lumen of

e R (catheter (2) were 0.046 inches, @REIOPIASE CAhSISTS Were koW (o beinscHable
EOUEh CAtheters With Iumen OF 01045 1ChES) Ex-1009. 4:49-63: Ex-1833. 1.

Medtronic Ex-1806
Medtronic v. Teleflex
TPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
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Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

47.  There were also a vanety of stents with crossing profiles that were

UNITED STATES PATENT AND TRADEM

BEFORE THE PATENT TRIAL AND APP}

small enough to be advanced through a lumen of 0.046 inches (1.16 mm) that I

MEDTRONIC, INC. AND MEDTRONIC VA

Petitioner,

discuss below. Necessanily. each of the stents that are discussed were advanced into

TELEFLEX INNOVATIONS S.A|

Patent Owner.

the coronary vasculature on a “stent catheter.™

SUPPLEMENTAL DECLARATI 48.  Baim explains that “[a]ll current slotted tube designs are “bare

STEPHEN JON DAVID BRECKER, MD, FRY
SUBMITTED IN SUPPORT OF PETITION

mounted” on a delivery balloon, with deflated profiles/Smaller than 0.040-1n,

@@ Ex-1015. 189.

Medtronic Ex-1806
Medtronic v. Teleflex
TPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
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Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND

And an article by Colombo described several balloon-expandable

-
MEDTRONIC, INC. AND MEDTRONI( :I ]. -

Petitioner,

rsecrwoumos | gtents With crossing profiles well under 0.046 inches, including those with profiles

Patent Owner.

of 0.99 mm (0S8 Mmeh). 0 93 mm @056 Ineh) and 0 84 mm Q033 inch)) Ex-

SUPPLEMENTAL DECLARA
STEPHEN JON DAVID BRECKER, MD.

SUBMITTED IN SUPPORT OF PETIT 1 E |:|4 ) TﬂhlE ]- : Fig - 3 )

Medtronic Ex-1806
Medtronic v. Teleflex

TPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
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Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

42. Moreover, even if Itou’s proximal opening was obstructed by wire 25

UNITED STATES pAT so that the “effective size” of catheter 2’°s opening went from 0.059 inches (1.5mm)

BEFORE THE PATEM

to 0.046 inches (1.16 mm) as Patent Owner and Mr. Keith allege (it is not), such an

MEDTRONIC, INC.. AN

TELEFLEX. opening 1s still large enough to receive a standard coronary stent.

- 43. By the early 2000s, standard coronary stents, guidewires, balloon

DECLARATI(

SUBMITTED IN SUPR( catheters, and stent catheters were available with an outer diameter sufficient to

pass through Itou’s allegedly constricted opening of 0.046 inches. See Ex-10135,

Medtronic Ex-1807
Medtronic v. Teleflex
TIPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00126, Ex-1807 (Jones Decl.)
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 130
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DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1007 131



Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

46. For the reasons stated above, 1t 1s my opinion that the lumen of Itou’s

UNITED STATE:!

srore eyl SUCtION catheter 2 1s suitable for receiving a stent catheter once catheter 2 has been
MEDTRONIC, IN(J

advanced through a guide catheter and has been partially extended from the guide

TELEF]

catheter’s distal end, and when the proximal opening of catheter 2’s tubular portion

DECLAR

serrreonvs| 1§ $t1ll within the guide catheter.

Medtronic Ex-1807
Medtronic v. Teleflex
TPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

IPR2020-00126, Ex-1807 (Jones Decl.)
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Itou Receives “interventional cardiology devices”

Page 1

1 UNITED STATES PATENT AND TRADEMARE OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD

3 MEDTRONIC, INC., AND MEDTRONIC
VASCULAR, INC.,

o 15 Q. And just so we're clear: Is it your
: 16 opinion that all of the stents, including the
17 largest .042 stent, would be able to travel from
2 18 outside the body along Itou's wire 25 and through
19 Ttou's tubular portion and into the vasculature if
. a1 470 20 Itou was in what we called earlier the straight
RENOT VIDEOTAFED, DSPOSITION OF 21 configuration?
o ﬁ 22 A Yes
Pacel Medtranic v Teeln

IERMIG 015 IPR2020-00126, Ex-2239 (Jones Tr.), 180:5-22, Paper 114 at 4, n.2
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 133



Itou Receives “interventional cardiology devices”

v| oo oo e e Tsomuex oreics - 2 And so same question, as far as passing
;| T e e e 3 along the wire and into the tubular structure and
i 4 through the tubular structure. Would your answer
o 5 change at all, given. you know, the discussion you
: 6 had earlier today about the thickness of the wire?
N 8 Q. And why is that, if you don't mind?
9 A. The thickness of the wire and 1its proximity
10 to the rear opening, the opening still remains --
cmvors vimomaeES pEsosTTIon o7 11 even with the worst case of the wire extruded into
0| om0, 2 12 the opening. the opening still remains .046 of an
L 13 inch. And all of these stents listed here, the
o | sevoam ax. dariies dobneen, R, o, e, B 14 largest being .042. should go into that opening
e meve | 15 without a problem.
Pagel Medtronic . Taefs

IPR2020-00126

IPR2020-00126, Ex-2239 (Jones Tr.), 181:2-15, Paper 114 at 4, n.2
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 134



Itou Receives “interventional cardiology devices”

10
11

12

Page 1

Page 1

UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC, INC., AND MEDTRONIC
VASCULAR, INC.,

Petitioners,

VE.

TELEFLEX INNOVATIONS S.A.R.L.,

Patent Owner.

IPR2020-00126 (Patent 8,048,032 B2)
IPR2020-00127 (Patent 8,048,032 B2)
IPR2020-00128 (Patent RE45,380 E)
IPR2020-00129 (Patent RE45,380 E)
IPR2020-00130 (Patent RE45,380 E)
IPR2020-00132 (Patent RE45,760 E)
IPR2020-00134 (Patent RE45,760 E)
IPR2020-00135 (Patent RE45,776 E)
IPR2020-00136 (Patent RE45,776 E)
IPR2020-00137 (Patent RE47,37% E)
IPR2020-00138 (Patent RE47,37% E)

VOLUME I
REMOTE VIDEOTAPED DEPOSITION OF
MICHAEL JONES

DATE: January 18, 2021
TIME: 8:00 a.m. (Pacific)
PLACE: Veritext Virtual Videoccnference

PAGES: 1 to 189
JOB NO. : MW 4402816
REPORTED BY: Merilee Johnson, RDR, CRR, CRC, REA

Veritext Legal Solutions
www vertext com 888-391-3376
Teleflex Ex. 2230
Medtronic v. Teleflex
IPR2020-00126

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

20 Q. And would you need to run any testing to
21 confirm that?
22 A No. not around .042 or smaller.

IPR2020-00126, Ex-2239 (Jones Tr.), 182:16-19, Paper 114 at 4, n.2
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Itou Receives “interventional cardiology devices”

' iroRs THE saTENT TRINL MMD AREAL BORRD

: i My question 1s: In this configuration, as

4 shown 1n figure 6, 1s there any reason that a guidewire
o o et . 5,080, 0f 0.014 inches couldn't be advanced through guide

o] T e omer catheter 1 into the lumen of catheter 2, which is tubular
| s s e portion 247

| e aonas (racent A. Well, it certainly isn't taught to do that.

1 mmm pt Q. As you sit here today, 1s there a reason that

b | Sl dnise Gasane sl 25 B you can think of that that -- that the structure of Itou
1sn't sufficient to receive a guidewire with a diameter
ig DATE: Noverber 23, gu:ﬂ o 0t 0.014 mches?

| e A. I--Idon't have a particular opinion on that.

S

Veritext Legal Solutions
www.veritext.com 888-391-3376
Medtronic Ex-1805
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1805 (Keith Tr.), 139:3-13, Paper 114 at 3 136



Itou Receives “interventional cardiology devices”

Page 1
1 UNITED ST i . .
. zerors Tl ] Q. No. Itou's device 1s there.
3 MEDTRONIC, INC., a . .
, | oo wnscnasl D And I'm saying you'd agree with me that
Petitiq) . . - .
3 vou could advance a guidewire into the guide catheter:

vs.

" s mene 4 and you agree. right?
7 S.A.R.L.,

8 Patent 5 “-!LI Y_es_

| mEeeenz =l 6 Q. And would you agree that you could advance that

IPR2020-00128 (Pat] . . .
| mmaozonzs el 7 onijdewire to the coronary ostium?
12 IPR2020-00132 (
IPR2020-00135 at]
13 IPR2020-00136 (Pat]

8 A Idon't know. Ihaven't really formed an

| imaoose i O opinion on that. It's possible, but I don't know. 12 Q. Could you at least advance it to the opening of
i o 10 I mean, it is a -- it's only 14 13 tubular portion 24?

0 _ 11 _thousandths of an inch. so it is a pretty small device. | 14 A. To the opening. yeah. you probably could get
20 DATE: Nowvember 23, 15 l—l—lat fal-.

TIME: 8:58 a.m.

21
22
(via videoconference) -
23 1 I
JOB NO

: MW 4338308

Veritext Legal Solutions 1 9
www.veritext.com 888-391-3376

Medtronic Ex-1805
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-120/-130/-132/-134/-135/-136/-137/-138 Page 1

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1805 (Keith Tr.), 144:1-19 137




Itou Receives “interventional cardiology devices”

3. The device of claim 2 wherein the proximal portion of

the tubular structure further comprises structure defining a
proximal side opening extending for a distance along the
longitudinal axis, and accessible from a longitudinal side

defined transverse to the longitudinal axis{f0 feceive an inter-
eter.

IPR2020-00126, Ex-1001

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 138



Ressemann

As shown in FIG. 6B, the evacuation sheath
then 1s advanced over the guide wire 170 a
within the vessel 150 with the distal radiopaqus
distal of the distal tip of the guiding catheter 1
the vessel 150) and the proximal marker 146a p
distal tip of the guiding catheter 160 (i.e.,
160), as determined through appropriate imagil__
known in the art. Alternatively,

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1008 (Ressemann), 12:19-26; Fig. 6B 139



Ressemann

all seals are again established. With all seals in place, athera-

peutic device such as a stent delivery system 193 is advanced
@cross the stenosis 180'with antegrade flow stonned _as shawn

in F1G. 6E. The touhy borst valvg

60 19

IPR2020-00126, Ex-1008 (Ressemann), 13:15-16, 57-60; Fig. 6E
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 140



Itou Receives “interventional cardiology devices”

4 o
The tubular portion 24 of the suction catheter 2 has an outer

diameter with which it can be inserted into the coronary artery

82 and {§iniroduced along the guide wire 6 (O/he argeh
location 80 positioned at a deep location.

The tubular portion

24 1s desiﬁled s0 as to have a suthcient axial ]enith so that the
not leap out from the distal end of the guiding catheter 1 upon =

such introduction of the tubular portion 24.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1007, 5:35-42; Fig. 6 144



Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

74. From the very beginning, interventional cardiologists have adapted

UNITED STATES PATENT Al

BEFORE THE PATENT TRI4

tools beyond the indication for which they were designed. Innovation is in an

MEDTRONIC, INC. AND MEL

Petitio

. interventional cardiologist’s DNA. If a suction catheter is positioned within the

TELEFLEX INNOV

Patent O

right place in the vasculature to deliver a balloon or stent—and 1s sized

CCPPLEMENTAL D appropriately—it would not be a big step to use the catheter to deploy a balloon or

STEPHEN JON DAVID BRECKY
SUBMITTED IN SUPPORT O

stent. Interventional cardiologists have made these types of adaptations of use from

the very first intervention ever carried out.

Medtronic Ex-1806
Medtronic v. Teleflex
TPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 142



Itou Receives “interventional cardiology devices”

az United States Patent
(45)

Baguoisan et al.

The catheters are preferably sized so as to allow the
slidable insertion of a therapy catheter through the main
aspiration lumen of the aspiration catheter.

Page 1 Medtronic Exhibit 1019

IPR2020-00126, Ex-1019 (Bagaoisan), 3:3-4, Petition at 69
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 143



Itou Receives “interventional cardiology devices”

9 A. So the distal portion of the GuideLiner is a
10 round tube. wide open. We wanted the thinnest

11 wall possible. NEMARTITTOHIEXSRNTHS

{6 Gatheten trying to extract clot from the coronary
17 artery. and so you're having a big. wide open

18 Iumen that goes down the coronary artery, combined
19 with that aspiration on the back end to extract
20 the clot mn acute MI or heart attack patients.

IPR2020-00126, Ex-1762 (Root Tr), 46:9-20, Reply at 13

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 144



Itou Receives “interventional cardiology devices”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

The claims of the Teleflex patent. as well as the devices disclosed in

MEDTRONIC, INC. A 6 8 .

m=erel  Jtou and in Ressemann are all coronary catheters used by interventional

1 cardiologists to address the problem of occlusions in the coronary vasculature. Ex-

SUPPLEME

sowmmnsel 1001 Ex-1007; Ex-1008.

Medtronic Ex-1806
Medtronic v. Teleflex

e : IPR2020-00126, Ex-1806 (Supplemental Brecker Decl.)
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Itou Receives “interventional cardiology devices”

Claims 1 and 7-12 are rejected under 35 U.S.C. 102(b) as being anticipated by
Adams et al. (USPND5,385,562). Adams et al. discloses a guide catheter system for an

angioplasty balloon catheter.

Regarding claims 1 and 7-12 (AGAMSIETAINGISCIOSes BnICAEteeapabIE oD
(BeingEnnlAVESCuAn oTEigNIMBERSUCIONaSsembl (Figure 2, 14) for sucking foreigr

IPR2020-00126, Ex-1021 (Itou’s prosecution history), 3-4, Petition at 72
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 146



Itou Receives “interventional cardiology devices”

However, Bagaoisan et al. teaches an aspiration catheter.

Regarding claims 3-5, Bagaoisan et al. teaches an aspiration catheter (10, Figure
) with a suction lumen that has a source of negative pressure (col 7, In 35-55) attached
to a branched connector (14).

At the time of the invention, it would have been obvious to add a source of

negative pressure to the device of Adams et al. in order to suction out potentially

harmful emboli created during an angioplasty procedure. {The references are analogous
1 theart and it th nstant inventon; herefor,  combinaton s proger. Therelore

one skilled in the art would have combined the teachings in the references in light of the

disclosure of Bagaoisan et al. (cols 1-2).

IPR2020-00126, Ex-1021 (ltou’s prosecution history), 5, Petition at 72
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 147



Ressemann

a2 United States Patent -
Ressemann et al. (12) United States Patent
Bagaoisan ct al.

{54 EMBOLI PROTECTION DEVICES AN
RELATED METHODS OF USE

(73} Inventors: ThomasV Ressemann, St. Cloud, MN
(US) Steven S Hackett, Maple Grove,
MN (US): Andrew J Dusbabelk,
Dayton, MN (US); Dennis W Wahr., _
Minnetonka, MN (US) Ex-1808

(54) ASPIRATION CATHETER

(73) Assignee: St. Jude Medical, Cardiology Division,

Inc.. St. Paul, MN (US) .
a9) United States

{*) Notice:  Subject to any disclaimer, the term of this . ) . )
patent is extended or adjusted under 35 (12) Patent Appllcatlon Publlcatlon
U.S.C. 154(b) by 560 days. Hogendijk

(21) Appl. No.: 10/214,712

) . (54) BLOOD ASPIRATION SYSTEM AND (52)

(63) Prior Publication Data (76) Tnventor: Michael Hogendik, Palo Alto, CA

US 2003/0050600 Al Mar. 13, 2003 (US) (57)
Ex-1008 Ex-1809

IPR2020-00126
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 148



Itou Receives “interventional cardiology devices”

72. 1 am additionally aware that Teleflex has argued that a POSITA would
never use [tou’s catheter (2) to both deliver an interventional cardiology device
(other than distal end protective catheter (5) or a guidewire). POR, 30 (IPR2020-

00126). Their position is that if residual debris is left in a catheter that catheter

must be removed from the patient and flushed, outside of the body, before it can be

used to deliver a stent.

73.  While that might be the order of steps an interventional cardiologist

would use, it would not necessarily always be the case.Ifthere was good

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00132, Ex-1806, Brecker Supplemental Decl., Reply at 3 149



Itou Receives “interventional cardiology devices”

TABLE 1

Overall Inner

length Outer diameter  (diameter
Name of device (mm) (mum) {mm)
Guiding catheter 1 1000 2.06 1.8
Suction catheter 2 {tubular 1350 1.72 1.5
portion)
Suction catheter 2 {wire-like 1100 0.45 —
portion)
Distal end protective catheter 5 20 1.35 0.5
(tubular portion)
Distal end protective catheter 5 1300 0.45 —
(wire-like portion)

DECLARATION OF STEPHEN JON D

MP, FRCE FESC, FAC 250. Thus. prior art catheters with inner lumen diameters of 1.54 (111 and

133 mam had been successfully used for balloon angioplasty procedures.

Page 1 Medtronic Exhibit 1005

DEMONSTRATIVE EXHIBIT_NOT EVIDENGE IPR2020-00126, Ex-1007 (Table 1); Ex-1005 (Brecker Decl.) s,



Itou Receives “interventional cardiology devices”

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

oo e s 252, The structure of suction catheter (2) allowed it to be inserted into

Petity

Patent

Case No.: IP] _
U.S. Patent N
253. (SeVeral SUCh SRS WERE AVAIIABIS -« the time of the purported

invention of the “032 patent.

DECLARATION OF STEPH]
MD, FRCP, I

Page 1 Medtronic Exhibit 1005

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1005 (Brecker Decl.) 454



Itou Receives “interventional cardiology devices”

254. A_ the Cypher™ Sirolimus-eluting coronary stent

UNITED STATES PATENT AND TRAT . . . .
(between 2.5-3.0 mm on an RX delivery system) required a catheter with an inner

BEFORE THE PATENT TRIAL AND

MEDTRONIC. INC., AND MEDTRONI

diameter of > 0.056 in. (I4mm). Ex. 1022, 3.

255. The_ on either an OTW or RX system,

VASCULAR SOLUTIONS
required a catheter with an inner diameter of 0.056 inches-. Ex. 1023, 9.
Case No.: IPR2020-001

o e 256. _ the TAXUS™ Express’™ Paclitaxel-eluting

DECLARATION OF STEPHEN JON | stent, required a catheter with an inner diameter of > 0.058 1n. -

MD, FRCP, FESC, FA|

Patent Cwmner.

Ex. 1024, 2.

Page 1 Medtronic Exhibit 1005

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1005 (Brecker Decl.) 45,



IPR2020-00126

**k*%

« ltou discloses a “flexible cylindrical distal tip portion” (claim 6, ‘032
patent)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 153



IPR2020-00126

US00804803282

uz United States Patent au Patent No.:  US 8,048,032 B2
Root et al. 5) Date of Patent: Nov. 1, 2011

1. A device for use with a standard guide catheter, the
standard guide catheter having a continuous lumen extending
for a predefined length from a proximal end at a hemostatic
e valve to a distal end adapted to be placed in a branch artery,
the continuous lumen of the guide catheter having a circular
cross-sectional inner diameter sized such that interventional
cardiology devices are insertable into and through the lumen
to the branch artery, the device comprising:

a flexible tip portion defining a tubular structure having a

1 COAXIAL GUIDE CATHETER FOR
INAL CARDIOLOGY

CTHER PUBLICATION

&
Z

ublication Dats

S 20070 Now. &, 2007
(513 Int. Ol
ABIM 5178 (200601
ABIM 2500 (200601
(51 US.CL
(5 Field of €

6. The device of claim 1 wherein the tubular structure
e i | includes a (iSKIBISCYHAFCANESEISRIBOMOD and a fexible
' cylindrical reinforced portion proximal to the flexible distal
tip portion.

Ex-1001, claim 6 (032 patent)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 154



Itou Discloses a “flexible cylindrical distal tip portion”

TABLE 1
Owverall Inner
length  Outer diameter  diameter
WName of device {mm) {mm) {mm)
Guiding catheter 1 1000 2.06 1.8
(SHCHOMESRSIERD) (tubular 150 1.72 15
portion)
Suction catheter 2 (wire-like 1100 0,45 —
paortion)
Distal end protective catheter 3 20 1.35 0.5
{tubular portion)
- - * : : 1300 0.45 —
More preferably. the suction catheter includes a tubular
portion provided on the distal side and a solid wire-like por-

tion provided on the proximal side and having a distal end
embedded in a wall which forms the tubular portion. Further,

the tubular portion of the suction catheter has a soft tip whose
distalendis flexiblein order to reduce the damage to the blood

vessel, and includes a reinforcing member so that, even where

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00126, Ex-1007, 2:12-18, Table 1 155



Itou Discloses a “flexible cylindrical distal tip portion”

flexible flexible
cylindrical cylindrical
distal reinforced
tip portion
| 2 2, 12 0 ,
PRIV N A
al A N )/ ]
e ) | I A SN
| ' ] I \
1 | f \
! g iz M
NI
2

Ex-1007, Fig. 3 (color and annotations added).

Tip 22 (pink) 1s cylindrical as a cross section taken through line (a) 1s
circular, reflected by tubular portion (24) having an inner diameter Ex-1007.
Table 1, Fig. 7B: Ex-1005, 4 202. Thus, tip 22 1s a “flexible cylindrical distal tip

portion.” Ex-1005. 9 202.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

IPR2020-00126, Paper 1 (Petition), 45; and see Ex-1005 (Brecker Decl.), 4 202.
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IPR2020-00135

« ltou discloses an ‘inclined region that tapers into a non-inclined region”
(claim 32, '776 patent)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 157



IPR2020-00135

i United States

nn Reissued Patent
Root et al.
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23, A guide extension catheter for use with a guide catheter,
cComprising:

a substantially vigid segmeni;

a tubular structure defining a lumen and positioned distal
to the substantially rigid segment; and

a segment defining a partially cvlindrical opening posi-
tioned between a distal end Uf the substantially rigid
segment and a proximal end of the tubular structure, the
segment defining the partially cvlindrical opening hav-
ing an angled proximal end, formed from a material
more rigid than a material or material combination

36. The guide extension catheter of claim 25, wherein the
segment defining the angled proximal end of the partially
cvlindrical opening includes at least one

Ex-1001, claim 36 (776 patent)
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Itou: “inclined region that tapers into a non-inclined region”

Itou discloses that the partially cylindrical opening portion
(231) 1s formed by obliquely cutting one end of a metal
pipe. Ex-1007, 4:27-32, Fig 4. As shown in Figures 3 and 4
of Itou, the segment defining the angled proximal end of
the partially cylindrical opening includes at least one
inclined region (arrow) that tapers into a non-inclined

region.
mclmed region
210 non- |nc||ned region . 2 inclined region
(&7, / |
/ g non-inclined region

0 e N
(ol N /.
' \ W/ \
Y \Wi |

X

— % ~

IPR2020-00135, Ex-1005 (Brecker Decl.), § 171
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 159



“inclined region that tapers into a non-inclined region”

Fig. 4
/‘26 ‘,"12
~16 18 ~20
) [ B : : T € L 42
Cl '{"'"“""_‘"'B'f""_‘“ B [ T
I\Kzg‘i 28“); [‘“—30 l‘h32 34 36’/ 33——J
distal proximal

IPR2020-00135, Ex-1001

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 160



RE47,379

38. A method of forming a device adapted for use with a

standard guide catheter having a continious lumen exiend-

ing for a predefined lenagth, the method comprising:

providing a flexible tip segment having a lumen theve-
through,

providing a reinforced segment including one or more — ) . -
metallic elements covered with a polvmer and having a 44‘,. The ’”f"‘r hod of claim 38, wherein defining the side
lumen for coaxial alignment with the lumen of the opening portion (REldesOFmRg ayiFstinclined sidewally
fexible tip segment;

providing a substantially rigid segment extending from a
proximal end portion o a distal end poriion, wherein
the substantially rigid segment is move vigid along a
longitudinal axis than the flexible tip seament; IPR2020-00137, Ex-1001

defining a side opening portion, including forming, in a
proximal to distal divection, an arcuate cvoss-sectional
shape and a hemicylindrical cross-sectional shape, the
side opening portion extending for a distance along a
longitudinal axis of the device such that the side

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 161



IPR2020-00134, -00138
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IPR2020-00134, -00138

* Obvious to Achieve 1 Fr (IPR2020-00134, -00138)

 Ressemann Discloses “coaxial” lumen (IPR2020-
00134)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 163



IPR2020-00138

25-26, 29-31, 36, 38-40, 42-45 1
25-26, 29-32, 35-40, 42-44 2
33, 34 3
44 4
44 5

Ressemann

Ressemann and knowledge
of a POSITA

Ressemann, Takahashi and
knowledge of a POSITA

Ressemann, Kataishi
Ressemann, Enger

Claims addressed in Patent Owner’s Response

« 33,34,42,44

Unrebutted claims: 25-26, 29-32, 35-40, 43, 45

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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IPR2020-00134, -00138

 Obvious to Achieve 1 Fr
o IPR2020-00134 (independent claims)
o IPR2020-00138 (claims 33, 34)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 165



IPR2020-00134, -00138: Representative 1 French Claim

USOOREATITOE

0y Patent Number: US RE47.379 E
(5) Date of Reissued Patent:  *May 7, 2019

nx United States

| 33. The method of claim 25, wherein providing the rein-
| forced segment includes forming or obtaining a reinforced
1 segment including a lumen having a uniform inner diameter

| that is abou han an inner diameter of
1the continuous lumen of the guide catheter.
( . PR u
) __:__-n::-dj;:ﬁ IPR2020-00138, Ex-1001
lﬁ; - e
;__ = >
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Ex-1608, Fig. 6C
IPR2020-00134

Ex-1608, Fig. 1 A
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 167
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|

Fig. 6F ;

\60

IPR2020-00134, Ex-1608
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Takahashi

Basic Science Review

New Method to Increase a Backup Support of
a 6 French Guiding Coronary Catheter

Saeko Takahashi,'* mp, Shigeru Saito,’ mp, Shinji Tanaka,' mp, Yusuke Miyashita,’ mp,
Takaaki Shiono,” mo, Fumio Arai,’ mp, Hiroshi Domae,” mp, Shutaro Satake,’ mp, and

¢ 2 o
Takenari Itoh,? pho 5-French guiding

A 8 Fr guiding catheter is used in the coronary catheter

{PCI). However, one of the limitations of the & Fr guiding catheter is its weak backup
support compared to a T or an & Fr guiding catheter. In this article, we present a new
system for PCI called the five-in-six system. Between March 2003 and September 2003,
this system was ied on eight chronic total occlusion cases. The sdvantage of the
five-in-six system is that it increases backup support of a & Fr guiding catheter. Catheter
Cardiovase Interv 200463952456, « 2004 Wikey-Liss, Iz

Key words: five-in-six system; backup support; & Fr guiding catheter; chronic total

occlusion

INTRODUCTION

Currently, a 6 Fr guiding catheler is commonly used in
percutaneous coronary intervention (PCI), since its use
can decrease ac site complication, enable early am-
bulation, and reduce the consumption of the contrast dye
[1-4]. Major limitations of a 6 Fr guiding catheter are the
inner lumen is not big enough to accommodate bulky
atherectomy devices, and its backup support is not strong
compared to & 7 or an 8 Fr catheter. In this report, we
demonsirale 2 new lechnique for PCI called the five-
in-: ystem, which increases a backup support of a & Fr
gmding

MATERIALS AND METHODS
The Five-in-Six System

The five-in-six system is a method of inserting a 5 Fr
catheter (Heartrail, Terumo, Japan) into a 6 Fr
atheter to increase backup support. As we insert

5 Fr inner guiding catheter into the target arlery
through the outer 6 Fr guiding catheter, stronger backup
support can be generated (Fig. 1A)

This 5 Fr Heartrail straight guiding catheter is 120 cm
in length, whereas the 6 Fr guiding catheter is 100 cm.
The 5 Fr Heartrail catheter has a very soft 13 cm end
portion. This soft end portion can easily negotiate the
tortuous coronary artery with the minimal damage and
then it can be inserted more deeply into the artery. The
inner lumen of the 5 Fr Heartrail catheter is 0.059" in

i 2004 Wiley-Liss, Inc.

diameter: it can accept normal balloons or stent delivery Protruded
systems less than 4.0 mm in diameter. The inner lumen of =

the outer 6 Frr catheter needs to be more than 0.071" in 6-French = F?’?Ch
diameler (o accommodate the 5 Fr Heartrail catheter; guiding catheter guiding

Launcher (Medtronic), Heartrail, and  Radiguide catheter
(Terumo) guiding catheters can meet this inner lumen
diameter.

In Vitro Experiments

We measured the backup support of this five-in-six
system in vitro using an experimental system. The artery
model had threg curves simulating ruous coronary
arteries. It was filled with water that was kept at 37°C
(Fig. 1B). A guiding catheter was engaged inlo the os-
tium of the artery model. Then a rapid-exchange balloon
catheter (Ryujin 2.5 > 20 mm: Terumo) was pushed into

'Division of Cardiology and Cathetenzation Laboratories, Heart

Sremened  system for PCI called the five-in-six system. Between March 2003 and September 2003,
this system was tried on eight chronic total occlusion cases. (The advantage of the
five-in-six system is that it increases backup support of a 6 Fr guiding catheter. Catheter

Cardiovasc Interv 2004,63:452-456. = 2004 Wiley-Liss, Inc.

DOL 10.1002/ced. 2022
Published online

IPR2020-00126, Ex-1010
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[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES P:

BEFORE THE PAT!

MEDTRONIC, INC.. 4

TELEFLE

DECLARALI
SUBMITTED IN SUF|

112. T am aware that the Ressemann reference 1s entitled “Embolic
Protection Devices and Related Methods of Use,” and that the proposed
modification of eliminating the sealing balloons from Ressemann would eliminate

the ability of assembly 100 to be used to suction emboli. [ThiS modification,

(deliver a stent or balloon catheter, which is a second function disclosed by

Ressemann. Ex-1008, 6:29-32, 13:55-14:27.

IPR2020-00126/-127/-128/-129/-130/-132-134/-135/-136/-137/-138

IPR2020-00134, Ex-1807 (Jones Decl.)

Medtronic Ex-1807
Medtronic v. Teleflex
Page 1

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE




[CONTAINS PROTECTIVE ORDER MATERIAL] 109.  Additionally, before the Teleflex patents, a POSITA was aware of

mechanisms different than Ressemann for providing embolic protection.

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

Specifically, an article by Gorog describes several filter-based embolic protection
MEDTRONIC. INC. AND MEDTRONIC VASCULAR. INC.

Pt systems. Ex-1811, 1. T am familiar with, and have used some of these systems.(By
TELEFLEX INNOVATIONS SARL.

Patent Owner.

SUPPLEMENTAL DECLARATION OF
STEPHEN JON DAVID BRECKER. MD. FRCP, FESC,FACC
SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

110.  Assembly 100, modified as proposed, could be used both to deliver a

filter-based embolic protection system and to deliver a balloon or stent.

Medtronic Ex-1806
Medtromic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00134, Ex-1806 (Supplemental Brecker Decl.)
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 171



IPR2020-00134

 Ressemann Discloses “coaxial” lumen (IPR2020-
00134) (independent claims)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 172



“coaxial”

“the axis of the lumen of the guide
extension catheter is aligned in the
same direction as the axis of the
lumen of the guide catheter”

IPR2020-00134, Paper 80 (Reply),9;
Ex-1806 (Supplemental Brecker Decl.), I 26

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

“plain and ordinary meaning”

IPR2020-00134, Paper 99 (Surreply);
Paper 41 (POR)

173



“coaxial”

Ex-1607, Fig. 5

Ex-1608, Fig. 6C

IPR2020-00134, Petition, 29, 62

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 174



“coaxial”

Axis of evacuation
lumen 140

Axis of guide
catheter lumen

...........

!

Axis of guide
catheter lumen

Axis of evacuation
lumen 140

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

IPR2020-00134, Paper 41 (POR), 12
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“coaxial”

w @ @ [E

11

12

14

15
16

17

19

20

21

22

24
25

UNITED STATES FATENT AND TRADEMARK OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD

Page 1

MEDTRONIC, INC., and
MEDTRONIC VASCULAR, INC.,

Petitioners,

U.S. Patent No.
TELEFLEX INNOVATICNS
S.A.R.L.,
Patent Owner.

vs. Case No. IPR2020

11 Q. Would you say that it a device such as

12 GuideLiner was perfectly coaxial at least some of the

IPR2020-00126 (Patent 8,048,032 B2)
IPR2020-00127 {(Patent 8,048,032 B2)
IPR2020-00128 (Patent RE45,3B0 E)
IPR2020-0012% (Patent RE45,3B0 E)
IPR2020-00130 {(Patent RE45,380 E)
IPR2020-00132 (Patent RE45,760 E)
IPR2020-00135 {(Patent RE45,776 E)
IPR2020-00136 (Patent RE45,776 E)
IPR2020-00137 {Patent RE47,379 E)
IPR2020-00138 (Patent RE47,379 E)

13 time in a standard guide catheter. that would constitute

14 coaxial guide catheter?

15 A. Well. I've already opined that{T don't think it

VIDEOCONFERENCE VIDECTAFED
DEPOSITICON OF
PETER T. KEITH
DATE: December 1, 2020
TIME: 8:00 a.m.
PLACE: Minneapolis, Minnesota
{via videoconference)

JOB NO.: MW 4338328

REPORTED BY: Dawn Workman Bounds, CSR

(e Gdinary Meang oRCoaial) So I think by

18 definition 1f it also happened to be perfectly coaxial.

19 then that would still be coaxial.

Veritext Legal Solutions
WWW veritext com

IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138

888-391-3376
Medtronic Ex.1764
Medtronic v. Teleflex

e IPR2020-00134, Ex-1764 (Keith Tr), 94:10-19
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“coaxial’

UNITED STATES PATENT AND TRADEMARK OFFICE
EEFORE THE PATENT TRIAL AND APPEAL EOARD

A, Well. let's -- let me be clear about one thing.

MEDTRONIC VASCULAR, INC.,

1
2 Even 1n a catheter where there's just a

Petitioners,

oo oo oo 3 tiNy bit of space. the one catheter inside the other

U.S. Patent No. 8,048
TELEFLEX INNOVATIONS

R e e, 4 catheter 1sn't perfectly always in the same axis as the
5

IPR2020-00126 (Patent 8,048,032 B2)
10 IPR2020-00127 (Patent 8,048,032 B2)
IPR2020-00128 (Patent RE45,380 E)
11 IPR2020-00129 (Patent RE45,380 E)

larger catheter. It's close. but it's not exactly there.

IPR2020-00137 (Patent RE47,379 E)
14 IPR2020-00138 (Patent RE47,379 E)

1o | o e e 3 6 And catheter engineers and designers know
13 IPR2020-00136 (Patent RE45:775 E)
-

this: that. you know. (Sfuctures'of catheters thatare

16 VIDEOCONFERENCE VIDECTAPED
17 DEPOSITION OF

18 PETER T. KEITH

19

DATE: November 22, 2020
TIME: 2:58 a.m.

PLACE: Minneapolis, Minnesota
{via videoconference)

JOB NO.: MW 4338308

25 REPORTED BY: Dawn Workman Bounds, CSR

Veritext Legal Solutions

www veritext com

M.
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1

IPR2020-00134, Ex-1805 (Keith Tr), 120:1-12
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“coaxial”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PATENT AND TRADEMARK OFFICE

BEF(
16. APOSITA does not understand “coaxial” to refer to
MEDTH|
‘perfect concentricity, so that the catheters share exactly the same center line. 1 have

reviewed the deposition testimony of Mr. Keith, who, now, agrees with this. Ex-

seemey 1704, 91:10-18; 94:11-19: Ex-1800, 23:19-24:1; Ex-1805, 107:19-109:6; 117:14-

SUBMIT

121:1.

IPR2020-00134, Ex-1806 (Supplemental Brecker Decl.)

Medtronic Ex-1806
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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“coaxial”

Page 1 |

UNITED STATES PATENT AND TRADEMRERK OFF

AN S — From the very first point that I

LR R

1 ever put a guide catheter into a coronary artery,

MEDTRONIC, INC., AND MEDTRONIC
5 VASCULAR, INC.,
[3 Petitioners,

Case IPR2020-
7 VS. Patent RE 45,
B TELEFLEX INNOVATIONS S.A.R.L.

9 Patent Owner.

12 VIDEOTAPED DEPOSITION OF
13 STEPHEN J.D. BRECKER, M.D.

o s B AV

15 DATE: August 11, 2020

6| T 4115 a.n. Contral Tine 7 So 1f my position become -- in order

o e s s e e 2 8 for things to be coaxial, they have to share a

. B 9 center line, I would have been misusing the term
|10 "coaxial" as a cardiologist would use 1t m

. w11 describing guide catheters throughout.

o Telellex Ex. 2110
Meduonic v Teels IPR2020-00134, Ex-2116, (Brecker Tr.) 323:25-324:11
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“coaxial’

o 2 ‘

1 UNITED STATES PATENT AND TRADEMARK OFH
BEFORE THE PATENT TRIAL AND APPEAL B 1 8

o P Q. Okay. So humor me. What 1s the definition?

: 19 A, InwhatI talked about before. I'think coaxial

7 S.A.R.L.,

a Patent Owner.
]
IPR2020-00126 (Patent 8,048,032 B2)
| rrmene-ooire (e asrser 22 Q. Okay. And you -- do you have an ability to
11 IPR2020-001238 (Patent RE45,3B0 E)

| meacoons foen: e 23 quantify what relatively close-fitting means to you -- or
13 IPR2020-00136 (Patent RE45,776 E)

| TER02000138 (atent 3847275 3 24 means to a person of skill in the art in 2006, I should

15
16 VIDEOCONFERENCE VIDEOTAPED - N
DEPOSITION OF i Sﬂ}(
— "

17 PETER T. KEITH
18

DATE: December 1, 2020
19

TIME: 2:00 a.m. .
20 o 2 A. Agam.

PLACE: Minneapolis, Minnesota —
21

23 JOB NO.: MW 4338328

e e _
22

25 REPORTED BY: Dawn Workman Bounds, CSR

Veritext Legal Solutions

WWW veritext com

Medtronic Ex.1764
Medtronic v. Teleflex

IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1 IPR2020-001 34, EX-1 764 (Kelth Tr)’ 98.1 8_99. 1 ’ 99.2_4
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“coaxial”

1 o 4 Q. What about if a 5 French extension catheter is

| e | mE sl S ysed with a 7 French catheter. is that a coaxial

‘ e I I 6 arrangement?

B I 7 A. Yeah. I think it probably is.

: ‘ IPR2020-00134, Ex-1805 (Keith Tr), 119: 4-7

- ] | mRmons e i 19 Q. Okay. This particular example is a 4 French

. o 2| ot e sate e B 20 child catheter and a 6 French mother. correct?

N 21 A. Yes. that's what's shown.

ié R vDBOTAPED DEROSITION 0P 22 Q. And ]I think we covered this yesterday. but

? | o s e | 3 _ N 23 that is a coaxial arrangement. right?

T el I 24 A. T haven't made a specific opinion on that.

| S|PGRS et st dsccentesene 25 but I think that's -- it very well could be a
W 25 REPORTED BY: PAULA K. RICHTER, RMR, CRR, CRC l CDﬂXial a]_"[‘ﬂ]_]_gfl]_]_f[lt_
DEMONSTRATIVEEXHIBIT-2NOTEVIDENCES 138 demm?:ﬁ |PR2020-00134, Ex-1800 (Keith Tr), 23:19-24:1

181



“coaxial”

[CONTAINS PROTECTIVE ORDER MATERIAL]

S 103. I understand Teleflex’s position to be that the coaxial relationship be

BEFORE TH.

“relatively close-fitting.” Ressemann teaches that the diameter of evacuation head

MEDTRONIC,

132 may vary depending on intended application. and describes an embodiment in
which the OD of head 132 is about 0.076 inches. and the ID of the 8 French guide

oed  catheter that 1s used 1s about 0.090 inches. Ex-1008. 10:9-29.(This presents an

STEPHEN JON I§
SUBMITTED I}

annular gap of 0.014 inches.

Medtronic Ex-1806

Meduzonic v. Telellex IPR2020-00134, Ex-1806 (Supplemental Brecker Decl.)

IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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“coaxial”

[CONTAINS PROTECTIVE ORDER MATERIAL]

' 104, An0.014 annular gap is smaller than the 0.018 inch annular gap

BEFORE THE

= | ([KSith adimiis is coaxialy See Ex-1840. 1 (describing using a 4 Fr angiographic

catheter within a 6 Fr guide catheter in a coaxial fashion). Thus. even under

SUPP1

“wmmrrenr | Teleflex’s understanding. the relationship disclosed in Ressemann is “relatively

close fitting.”

Medtronic Ex-1806

Meduzonic v. Telellex IPR2020-00134, Ex-1806 (Supplemental Brecker Decl.)

IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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“coaxial”

To be clear, Teleflex 15 HOfSayiNghat coaxialequires mathenmatical

(precisiony Some clearance 1s required between the coaxial guide extension catheter

and the surrounding guide catheter.

Indeed, the ‘760 specification uses “coaxial” consistent with its ordinary
meaning. All examples of the “coaxial guide catheter” show a distal tubular
portion with a lumen that it is disposed approximately coincident with the axis of
the lumen of the guiding catheter.

IPR2020-00134, Paper 99 (Surreply), 5
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“coaxial”

e Q. Okay. Another portion of your testimony a

1 UNITED STATES FATENT AND TRADEMARK OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD

2 couple of times when you were being asked about coaxial,

MEDTRONIC, INC., and
MEDTRONIC VASCULAR, INC.,

. you used the phrasing a tube within a tube. And I just

Petitioners,

o Coee o TERE00 00126 want to make sure there's no lack of clarity of what you

TELEFLEX INNOVATICNS

2| ST atens oumer. were thinking of when you were using that terminology.

Can you just expand a little bit more

nt 8,048,032 B2)

IPR2020-00126 (P
10 IPR2020-00127 (B

1| rmmorocooizs (ratent aues au0 3 about what you mean by tube within a tube?
| om0 e TR, 776 3 A. Sure. And I thought I was -- maybe I wasn't

14 IPR2020-

e being as clear in some of the words that I was using in

. my prior answers on that. (BUFSVEAEIHNSEHNEEES

PETER T. KEITH

TIME: 8:00 a.m. . .
» PLACE: Minneapolis, Minnesota _ SD ]-t‘S a == }IOL-I- k-l]-o“ﬂ'r-u 1t's ﬂ nll—]e

21

{via videoconference)

2 that if vou looked at that tube, 1t wouldn't have a

23 JOB NO.: MW 4338328
24

different characteristic or quality in one direction

Veritext Legal Solutions

s vrest om ses.01.337 versus another direction: 1.e.. it has radial symmetry.

Medtronic Ex.1764

Medtronic v. Teleflex

IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1 IPR2020-001 34, EX-1 764 (Kelth Tr)’ 1 01 : 1 0_24
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“coaxial”

In this regard, Petitioner wrongly accuses Teleflex of taking the position that
the term “coaxial” required “lumens to be perfectly concentric.” Reply, 2-3.
Teleflex said nothing about perfect concentricity. POR, 11-13. Rather, Teleflex
and 1ts experts stated that Ressemann 1s not coaxial because it 1s(€onfigured tohave

an offsetlumen /d.. see also Ex-2138 (Mr. Keith), 19104-05, 110; Ex-2145 (Dr.

Fig. 6C

Axis of evacuation
lumen 140

Axis of guide 0
catheter lumen \\p

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Axis of evacuation
lumen 140
T, Y
TP, /|
. = L <K
Axis of guide 1 &4
catheter lumen ;

IPR2020-00134, Paper 99 (Surreply), 6, 11 186



“coaxial”

[CONTAINS PROTECTIVE ORDER MATERIAL]

UNITED STATES PA

the lumen of cuiding catheter 160.
BEFORE THE PATEH ~ &

MEDTRONIC, INC. 4

TELEFLEZ
SUPPLEME

STEPHEN JON DAVIDY
SUBMITTED IN SUP!

101.  Asillustrated below, lumen 140 is aligned in the same direction as

FIG 6B

Ex-1008, Fig. 6B (annotation added); and see 12:9-14:39 (describing Figs. 6A-61).

Medtronic Ex-1806
Medtronic v. Teleflex
IPR2020-00126/-127/-128/-129/-130/-132/-134/-135/-136/-137/-138 Page 1
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IPR2020-00134, Ex-1806 (Supplemental Brecker Decl.)
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“coaxial”

16 Q. Now let’s then just go bnefly to Figure 7,  06:33:01

17 and if you would read the paragraph starting at =~ 06:33:06
18 line 27. 06:53:09

19 A (Rewiews document.) 06:53:27

20 Q. And just to confirm what that paragraph says, 06:33:34
=To Tl 21 1t indicates that Figure 7 illustrates a 06:53:41

_ _ _ 22 non-coaxial arrangement of sundewire lumen 416 and  (6:53:48
FI1G. 7 is an alternate embodiment of balloon catheter 100 | | 55

: S _ : mflation lomen 408, correct? (6:53:54
taken along hne B-B of FlG. 2, and illustrates a non-coaxial \ _ .
arrangement of guidewire lumen 416 and inflation lumen -+ A Yes. that's what it says, 06:33:36
408 as discussed with relerence 1o FIG. 4. Gudewire 602 15 Ex-2238 (Brecker Tr.), 54:16-24

shown within gudewire shalt 410.

Ex-2224, Fig. 7; 7:26-30

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-00134, Sur-Reply at 8 188



“coaxial”

1 Figure 4 shows side-by-side lumens. correct? 06:12:52
2 A Yes 06:13:00

3 Q. Would a person of ordinary skill in the art ~ 06:13:00
4 consider those two lumens to be coaxial witheach  06:13:07)

5 other? 06:13:12

& A. Sotypically. when one is thinking about ~ 05:13:12
7 coaxial, you want one inside the other. However. 06:13.28
§ if those are both inside a larger catheter. then ~ 06:13:36
9 it's fair to call them coaxial lumens tothe 061345

10 larger catheter. 06:13:52

11 Q. Soif those — 1f this device 1s put mnside a  06:13:56
12 guide catheter, you would call them coaxial? 06:14:02
13 A Oh if you put ths -- 06:14:09 FIG.7

*k*

17 THE WITNESS: [[fyouputthatinside 06:14:17
15 a guide catheter, I think cardiologists would ~ 06:14:19
19 understand that the lumens inside are coaxial.  06:14:25

IPR2020-00134, Ex-2224 (Fig. 7):
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE Ex-2238 (Brecker Tr), 44:1-19, Paper 114 at 6-7 189






