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Petitioner Bears the Burden of Persuasion on CRTP

Although the burden of production can be a shifting burden, we note 
that the burden of persuasion is on Petitioner to ultimately prove 
“unpatentability by a preponderance of the evidence,” and that this 
burden never shifts to Patent Owner. 

Motorola Mobility LLC v. Intellectual Ventures II LLC, IPR2014-00504, 
Paper 84 at 14-15 (PTAB Mar. 13, 2020); Sur-Reply at 2 

THE COURT:    Mr. Morton, the last point you said on the issue where 
Petitioner bears the burden, is it your understanding 
that you bear the burden on the conception and 
reduction to practice issue?

MR. MORTON: Yes, your Honor, once they’ve called into question, set 
it forth and made their case, the ultimate burden is on 
us.

Ex-1099, 12:18-25; Sur-Reply at 2 
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Rule of Reason

“In assessing corroboration of oral testimony, courts apply a rule of 
reason analysis.  Under a rule of reason analysis, an evaluation of all 
pertinent evidence must be made so that a sound determination of the 
credibility of the inventor’s story may be reached.”

Mahurkar v. C.R. Bard, Inc., 79 F.3d 1572, 1578 (Fed. Cir. 1996); e.g. Response at 20-21, 25, 27 

“But our case law does not require that evidence have a source 
independent of the inventors on every aspect of conception and 
reduction to practice; ‘such a standard is the antithesis of the rule of 
reason.’ Here, the law requires only that the corroborative evidence, 
including circumstantial evidence, support the credibility of the 
inventors’ story.”

E.I. du Pont de Nemours & Co. v. Unifrax I LLC, 921 F.3d 1060, 1077 
(Fed. Cir. 2019) (internal citations omitted); Response at 22; Sur-Reply at 6, 8
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CONCEPTION

5

CONCEPTION



Conception Is Relevant Only If No Actual RTP 
Before the Critical Date

To antedate (or establish priority) of an invention, a party must show 
either an earlier reduction to practice, or an earlier conception 
followed by a diligent reduction to practice.

Purdue Pharma L.P. v. Boehringer Ingelheim GmbH, 237 F.3d 1359, 1365 
(Fed. Cir. 2001); Response at 19-20
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Sutton Lab Notebook

7Ex-2002 at 8-9; e.g. Response at 4-6DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Market Feasibility Memo (Feb. 2005)
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Ex-2003 at 1; Ex-2127; 
Response at 6;
Sur-Reply at 9
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Business Records Need No Corroboration

This court does not require corroboration where a party seeks to prove 
conception through the use of physical exhibits. The trier of fact can 
conclude for itself what documents show, aided by testimony as to what 
the exhibit would mean to one skilled in the art.

Mahurkar v. C.R. Bard, Inc., 79 F.3d 1572, 1578 (Fed. Cir. 1996);
Sur-Reply at 3
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Root Notes and Patent
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Ex-2004 at 1; Response at 6
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Root Notes

11Ex-2004 at 3; Response at 4DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



August 2005 Computer Drawing
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Ex-2022; Ex-2237 at 250:9-1, 250:13; 

Response at 16; Sur-Reply at 5

Q: So you would agree that Exhibit 2022 sets forth the concept for 
the rapid exchange GuideLiner, right? . . . 
THE WITNESS: The concept, yes.

Zalesky Testimony
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CORROBORATION OF REDUCTION TO 
PRACTICE – NON-INVENTOR TESTIMONY
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Corroborating Witness #1 – Steve Erb
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Ex-2122 at ¶ 1; Sur-Reply at 10
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Erb Testimony
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Ex-2122 at ¶ 7; 
Response at 7;
Sur-Reply at 10

Ex-2110 at 3;
Response at 7;
Sur-Reply at 10
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Erb Testimony
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Ex-2122 at ¶¶ 8, 10;
Response at 7, 22;
Sur-Reply at 8, 10  
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Erb Testimony
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Ex-2122 at ¶¶ 11-12; 
Response at 7-8, 11-12, 15, 22-23;

Sur-Reply at 8, 10  
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Erb Testimony
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Ex-2122 at ¶ 13;
Response at 7, 19, 22-23;

Sur-Reply at 11
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Corroborating Witness #2 – Deborah Schmalz
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Ex-2039 at ¶¶ 1-2; Response at 2
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Schmalz Testimony
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Ex-2039 at ¶ 5;
Response at 23;

Sur-Reply at 8, 10
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Schmalz Testimony
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Ex-2039 at ¶ 6;
Response at 3, 17, 22-24;

Sur-Reply at 8, 10

Ex-2024;
Response at 17;

Sur-Reply at 9-10
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Schmalz Testimony
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Ex-2039 at ¶ 11;
Response at 3, 23;

Sur-Reply at 8

Ex-2041 at 4;
Ex-2118 at ¶ 62; 

Response at 2, 18-19DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Schmalz Testimony
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Ex-2039 at ¶ 7;
Response at 3, 22-24;

Sur-Reply at 8, 10
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Zalesky Testimony (Medtronic Expert)

24

Ex-2237 at 139:5-25, see also 225:8-11, 227:14-17;
Sur-Reply at 8

Q. You’re not saying that Mr. Root is lying in his declaration, are you?
A. No, I’m not saying that.
Q. And you’re not saying that Mr. Sutton is lying in his declaration, are you?
A. No.
Q. And you’re not saying that Mr. Sutton lied in his deposition testimony, are you?
A. No.
Q. You’re not saying Mr. Erb lied in his declaration, are you?
A. No.
Q. And you’re not saying that Mr. Erb lied in his deposition testimony, are you?
A. No.
Q. And you’re not saying that Ms. Schmalz lied in her declaration, are you?
A. No. 
Q. And you’re not saying that Ms. Schmalz lied in her deposition testimony, are you?
A. No.
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Zalesky Testimony (Medtronic Expert)

25

Q. So it’s your testimony that there 
must be some tangible form of a 
written record for an electronic record 
in order for an inventor to show that his 
or her invention works for its intended 
purpose?
A. Essentially, yes. There needs to be 
some statement of what’s driving what 
he’s making.
Q. And that has to be written down in 
an electronic or paper record; is that 
right?
A. It needs to be recorded somewhere, 
otherwise third parties are clueless, 
yes.

Ex-2237 at 253:15-25;
Response at 24

Q. And in your opinion, the evidence that 
must accompany the testimony has to be 
in written form, correct?
A. It needs to be in recorded form. It 
could be photographic. It could be 
electronic, digital.

Q. And so is it your opinion that because 
there isn’t a photograph, et cetera, that 
reduction to practice of the GuideLiner
rapid exchange did not, in fact, occur?
***
A. Yes, that’s my opinion.

Ex-2237 at 140:15-18
Response at 24

Ex-2237 at 142:20–143:1
Response at 24
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Oral Testimony Is Sufficient for All Aspects of 
Reduction to Practice

Under the “rule of reason,” the inventor’s testimony must be sufficiently 
corroborated by independent evidence, but not necessarily 
documentary evidence. Rather, “the rule requires an evaluation 
of all pertinent evidence when determining the credibility of an 
inventor's testimony.” Furthermore, it is not surprising that Loral has 
been unable to submit documents showing production test results, 
considering that the events at issue occurred almost 30 years ago.

Loral Fairchild Corp. v. Matsushita Elec. Indus.,266 F.3d 1358, 1364-65 (Fed. Cir. 2001);
Response at 24; Sur-Reply at 10

Although no direct evidence supported Goldfarb’s testimony that he 
measured fibril length and observed tissue ingrowth in July of 1973, we 
agree with the Board that circumstantial evidence provided sufficient 
corroboration.  Goldfarb testified that he examined fibril length at the 
time of the successful implant.  His testimony was corroborated by the 
testimony of Mendenhall and Green.

Cooper v. Goldfarb, 154 F.3d 1321, 1330 (Fed. Cir. 1998);
Response at 24; Sur-Reply at 8
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CORROBORATION OF REDUCTION TO 
PRACTICE – DOCUMENTARY 

CORROBORATION
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Market Feasibility Memo (Feb. 2005)

28

Ex-2003 at 1;
Response at 7;
Sur-Reply at 9DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Market Feasibility Memo (Feb. 2005)
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Ex-2003 at 2;
Response at 7;
Sur-Reply at 9DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



April Prototypes – Proximal Section
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Ex-2013;
Response at 7, 10DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



April Prototypes – Proximal Section
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Ex-2095;
Response at 7, 10
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April Prototypes – Proximal Section
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Ex-2113 at 2;
Response at 8, 10-11;

Sur-Reply at 5-8, 13 
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



April Prototypes – Distal Section
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Ex-2011 at 2;
Response at 7-8
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April Prototypes – Distal Section
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Ex-2089 at 8;
Response at 7-10, 10-11;

Sur-Reply at 7-8, 13
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July Prototypes – Proximal Section
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Ex-2020 at 4;

Response at 7, 13DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



July Prototypes – Proximal Section
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Ex-2095 at 1-2;

Response at 7, 10;DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



July Prototypes – Proximal Section

37Ex-2114;
Response at 7-8  13-14;
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July Prototypes – Distal Section
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Ex-2021 at 2;

Response at 7, 13
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July Prototypes – Distal Section
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Ex-2092 at 8;
Response at 7, 13;

Sur-Reply at 7-8, 14DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Medtronic Expert)

40

Ex-2237 at 208:14-209:4;
Sur-Reply at 8, 15

Q. 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 it be reasonable for VSI to not assemble those parts together?
A. I agree that doesn’t make a lot of sense, but I can certainly conceive of 
using those parts for other purposes, for other potential designs, through 
other exploratory concepts. I just don’t have any evidence that indicates 
how they were used or that they were assembled into any prototype. 
Q. And you don’t have any evidence that those parts were, in fact, used for 
another purpose, do you?
A. I do not have that evidence.
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Zalesky’s Speculation
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Ex-1755 at ¶¶ 164-165; Ex-2237 at 172:19-25; 
Reply at 16;

Sur-Reply at 7

Q. So what you’re displaying in paragraph 165 of 
your declaration is a 5-millimeter section, right?
A. Yes.
Q. And that is significantly smaller, is it not, than 
the 20-centimeter segment that is shown in 
Exhibit 2113?
A. Yes, it is.
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Zalesky Testimony (Medtronic Expert)
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Ex-2237 at 167:7-19;
Sur-Reply at 6-7

A. I should point out that the exhibit we were looking at just 
prior, 1763, is, in fact, labeled OTW.
Q. That's right. And it’s got a Pebax -- a series of Pebax tubing 
that is 43 inches, correct?
A. Right.
Q. But that’s not the same part that’s shown in Exhibit 2089 
because the exhibit shown in 2089 is only 11.8 inches, right?
A. Right.
Q. So these are, in fact, two very different parts?
A. They probably are.
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Prototype Parts Are Designed to Mate

43Ex. 2089, Ex. 2113; Response at 9-11

April Prototype – Distal Portion

April Prototype – Proximal Portion
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CORROBORATION OF TESTING

44

CORROBORATION OF TESTING

44



Successful Testing Was Performed – Root Testimony

45

Ex-2118 at ¶ 18;
Response at 7-8, 11-12, 15, 22, 25;

Sur-Reply at 10DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Root Testimony
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Ex-2118 at ¶ 47;
Response at 11-13, 15, 22, 25DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Sutton Testimony

47

Ex-2119 at ¶ 41;
Response at 7, 11-12, 15, 22;

Sur-Reply at 10-11
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April 2005 Purchase of 6F Guide Catheters
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Ex-2016 at 2;
Response at 12;

Sur-Reply at 17-18
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July 2005 “New Products” Powerpoint Shows 
OTW GuideLiner in Heart Model
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Ex-2018 at 12;
Response at 11-12, 23
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August 2005 Product Requirements (Schmalz)
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Ex-2039 at ¶ 6;
Response at 3, 17, 22-24;

Sur-Reply at 8, 10

Ex-2024;
Response at 17;

Sur-Reply at 9-10
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Zalesky Testimony (Medtronic Expert)
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Ex-2237 at 64:17-20;
Sur-Reply at 11

Q. Have you personally ever begun the 
process for regulatory approval before you 
knew the product would work for its intended 
purpose?
A. No, not the formal regulatory process.
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August 2005 Clinical Technical Report
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Ex-2025 at 1, 6;
Response at 17

* * *
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August 2005 Clinical Technical Report (Schmalz)
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Ex-2039 at ¶ 11;
Response at 17, 22-23;

Sur-Reply at 8
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Corroborating Testimony - Erb

54

Ex-1756 at 67:6-19;
Reply at 20

Q. When you say you were personally involved, what was your role?
A. I would have been standing there next to whoever was testing. So 
that would have been my personal role. Assisting, I guess would be the
term.
Q. You were standing there or you were assisting?
A. Well, it would have been both. Whatever was required of me being a 
technician. So sometimes I may not -- may not have a role, but I would 
still be there just in case we needed something or -- also, it was 
exciting. I would be there just to see how it worked.
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Corroborating Testimony - Erb
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Ex-1756 at 94-95DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Corroborating Testimony – Schmalz
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Ex-2039 at ¶ 11;
Response at 3, 23;

Sur-Reply at 8
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No Testing Required When a POSITA Knows the 
Invention Will Work

“Less complicated inventions and problems do not demand stringent 
testing. In fact, some inventions are so simple and their purpose and 
efficacy so obvious that their complete construction is sufficient to 
demonstrate workability.”

Mahurkar v. C.R. Bard, Inc., 79 F.3d 1572, 1578 (Fed. Cir. 1996); Response at 21, 25

“[W]hen the problem to be solved does not present myriad variables, 
common sense similarly permits little or no testing to show the 
soundness of the principles of operation of the invention.”

Scott v. Finney, 34 F.3d 1058, 1061-63 (Fed. Cir. 1994); Response at 21-22
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Brecker Testimony (Medtronic Expert)

58

Ex-2116 at 106:8-24, 109:2-9;
Response at 25-26

Q. Okay. In -- in fact, it’s the opposite.  Your opinion is that [Itou’s suction catheter] inherently 
will work to deliver stents.
A. Yes. I don’t see why it would not.
Q. Okay. Now -- and -- and that’s not just your opinion, you know, as Dr. Brecker. You think 
one skilled in the art --
A. Yes.
Q. -- would -- would recognize that this thing would function to deliver stents inside an artery?
A. Yes. Yeah. I think if you showed that to a skilled cardiologist around the early to mid 2000s 
or even the late 1990s, they would say yes, that -- you could use that to deliver a stent.
Q. Okay.  And -- and -- and they would say it will work.
A. They would expect it to work.

* * * *
Q. Okay. Okay. So -- so as long as the relative sizes were satisfactory, even in 2005, a 
person of skill in the art would believe that a suction catheter like shown in Itou would work to 
deliver stents?
A. Yes, I think so.
Q. Even without testing.
A. I think so.
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Brecker Testimony (Medtronic Expert)
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Ex-2116 at 113:2-24;
Response at 26;

Sur-Reply at 9, 16

Q. I really am trying to understand whether the -- the basis for your belief that 
the Itou device that one skilled in the art would -- would believe that it would 
work to provide backup support, and it sounds like the answer to that question 
is –
A. Yes.
Q. -- yes, one skilled in the art would believe that opinion?
A. Yes. One skilled in the art would definitely and firmly believe that putting an 
Itou suction catheter down the coronary artery would give you more support. It 
has to.

* * * *
Q. Even in 2005 you're saying somebody skilled in the art would have known 
that?
A. They would have known it because we did -- you know, we -- we used 
longer sheaths to give support to the guide catheter. Wherever you had 
something inside something else, it was more supportive, inherently so.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Testimony (Medtronic Expert)
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Ex-2241 at 86:21-87:2;
Sur-Reply at 9, 16

Q. Okay. Same question with respect to the Itou 
device. Do you agree that a person of skill in the art 
would know that the Itou device would improve backup 
support?
A. Yes. Again, in the Itou device, they show a guide 
catheter with a suction catheter within it. And the 
combination would increase backup support.
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Petitioner’s Assertion of Inherency Obviates 
Need for Testing Evidence

“Petitioners further argue that Patent Owner’s antedation evidence 
fails to establish that HuMAb4D5-5 and HuMAb4D5-8 would work 
for their intended purpose….  Although Patent Owner sufficiently 
documents the binding properties of HuMAb4D5-5 and HuMAb4D5-
8 (see PO Resp. 39–40), Petitioners argue that Patent Owner fails 
to provide any evidence of immunogenicity testing.

* * * *
Petitioners’ argument is also undercut by their assertion that 
‘immunogenicity compared to a non-human parent [is] an inherent 
aspect of the claimed humanized antibodies.’  In light of Petitioners’ 
admission, HuMAb4D5-5 and HuMAb4D5-8 would necessarily have 
such “reduced immunogenicity.” 

Pfizer, Inc. v. Genentech, Inc., IPR2017-01488, Paper 12 at 23-24 
(PTAB, Nov. 29, 2018); Sur-Reply at 9, 16
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Testing in a Heart Model Was Sufficient

“[T]ests performed outside the intended environment can be sufficient to 
show reduction to practice if the testing conditions are sufficiently similar 
to those of the intended environment.”

DSL Dynamic Scis., Ltd. v. Union Switch & Signal, Inc., 928 F.2d 1122, 1125 (Fed. Cir. 1991); 
Response at 24-25; Sur-Reply at 11 

“Dr. Mahurkar designed these tests to show the efficiency of his 
structure knowing that polyethylene catheters were too brittle for actual 
use with humans.  But, he also knew that his invention would become 
suitable for its intended purpose by simple substitution of a soft, 
biocompatible material. Dr. Mahurkar adequately showed reduction to 
practice of his less complicated invention with tests which did not 
duplicate all of the conditions of actual use.”

Mahurkar v. C.R. Bard, Inc., 79 F.3d 1572, 1578 (Fed. Cir. 1996); Response at 21, 25
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Keith Testimony (Teleflex Expert)
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Ex-2123 at ¶¶ 21, 23;

Response at 12, 25

* * * *
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Quantitative Test Results Are Not Required

Under the “rule of reason,” the inventor’s testimony must be sufficiently 
corroborated by independent evidence, but not necessarily 
documentary evidence.

Loral Fairchild Corp. v. Matsushita Elec. Indus., 266 F.3d 1358, 1364-65 (Fed. Cir. 2001); 
Response at 24; Sur-Reply at 6, 10

Although no direct evidence supported Goldfarb’s testimony that he 
measured fibril length and observed tissue ingrowth in July of 1973, we 
agree with the Board that circumstantial evidence provided sufficient 
corroboration.

Cooper v. Goldfarb, 154 F.3d 1321, 1330 (Fed. Cir. 1998);
Response at 24; Sur-Replyat 8
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Keith Testimony (Teleflex Expert)

65

Ex-2123 at ¶ 22;
Response at 12, 25
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Zalesky Testimony (Medtronic Expert)
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Ex-2237 at 37:11-13, 39:7-9
Response at 12, 25

Q. Can you assess backup support qualitatively?
A. You can do it both qualitatively and quantitatively.

***
Q. Is quantitative data required to show intended purpose?
A. I don’t think it’s necessarily required.
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Time or Changes Prior To Commercialization Do 
Not Disprove RTP

“Reduction to practice does not require that the invention, when 
tested, be in a commercially satisfactory stage of development. . . .”

Scott v. Finney, 34 F.3d 1058, 1061-63 (Fed. Cir. 1994); Response at 21-22

“Once the invention has been shown to work for its intended 
purpose, reduction to practice is complete. Further efforts to 
commercialize the invention are simply not relevant to determining 
whether a reference qualifies as prior art against the patented 
invention.”

Loral Fairchild Corp. v. Matsushita Elec. Indus., 266 F.3d 1358, 1362-63 (Fed. Cir. 2001);
Response at 27; Sur-Reply at 11
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Formal Testing Followed Proof of Conception

68

Ex-1760, p. 86;
Reply at 10
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Zalesky Testimony (Medtronic Expert)

69

Ex-2237 at 63:23-64:9, 115:21-116:4;
Sur-Reply at 5, 11

Q. And is the testing that’s required for a 510(k) the same testing that is 
required to show reduction to practice for patentability?
A. No, no, no, no, no. The testing requirement for regulatory submission such 
as a 510(k) is quite extensive. It requires detailed protocols. It requires 
statistical significance in most cases. It requires formal biocompatibility. It 
requires additional tests.
So it’s a – it’s a very significantly different level than that required to 
demonstrate reduction to practice.

* * * *
Q. In other words, there might be more specific FDA requirements, but you’re 
talking in paragraph 55 about FDA testing, not the testing that occurs in the 
earlier phases, right?
A. Correct. This is much more rigidly controlled testing, where, for instance, 
you can’t just use two or three prototypes. You need to construct a meaningful 
number that will satisfy statistical requirements.
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Root Testimony
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Ex-2118 at ¶ 90;
Response at 19, 27;

Sur-Reply at 11
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Keith Testimony (Teleflex Expert)
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Ex-2123 at ¶ 25;
Response at 19, 27
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Zalesky Testimony (Medtronic Expert)
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Ex-2237 at 43:22-44:1, 194:22-23, 195:1-11;
Sur-Reply at 11

Q. Do you have any experience with an invention that you showed would work 
for its intended purpose, for the patentability sense, but then you later made 
design changes?
A. Oh, that’s quite common, yes.

* * * *
[Q:] But if the declarants are speaking truthfully, as you have testified they are 
. . .  and the prototypes were reduced to practice and tested and shown to 
work for their intended purpose, as they testified the GuideLiner rapid 
exchange prototypes were, it really didn’t matter what VSI did or didn’t do to 
the design after that point for purposes of patentability, did it?

Once it’s reduced to practice, it’s reduced to practice, right?
A. Right. If those things actually occurred, then what you just said is correct.
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Root Testimony
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Ex-2118 at ¶ 65;
Response at 19; 
Sur-Reply at 11
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Post-Conception Work Was for Commercialization
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Ex-2118 at ¶ 70; Ex-2115;

Response at 7-8, 19; Sur-Reply at 11  DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Personnel Changes
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Ex-2118 at ¶ 89;
Response at 19; Sur-Reply at 11

Root Declaration 

Ex-2119 at ¶ 2;
Response at 2

Sutton Declaration 
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THE PROTOTYPES PRACTICED 
THE CLAIMED INVENTION

76

THE PROTOTYPES PRACTICED

THE CLAIMED INVENTION
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Annotated MED Drawing

77

Response at 9
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Annotated MED Drawing
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Response at 9

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Annotated MED Drawing
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Response at 10
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Annotated Spectralytics Drawing
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Response at 11
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Annotated Spectralytics Drawing
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Response at 14
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Patent Figures
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Response at 15

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



August 2005 Annotated Drawing
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Sur-Reply at 5
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Patent Figures
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Response at 16
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Annotated April Prototypes (‘032 Patent)

85Sur-Reply at 13DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Annotated July Prototypes (‘032 Patent)

86Sur-Reply at 14DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Annotated Computer Drawing

87

Sur-Reply at 16
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Zalesky Testimony (Medtronic Expert)

88

Ex-2237 at 216:8-12, 216:13-21, 216:24;
Sur-Reply at 12, 17

Q. So with respect to your opinion on construction and reduction to practice, 
you have not formed an opinion about what the claim terms mean; is that 
correct?
A. That’s correct.
Q. So when you say, for example, the prototype that Mr. Root speaks of didn’t 
have a particular claim element, you’re not basing that understanding -- or 
basing that opinion on any understanding of what the claim element means. 
You’re just saying that Mr. Root hasn’t corroborated his opinion.

Is that your -- is that what you’ve done with your report here? . . .
[A.] Yes, that’s correct.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Medtronic Expert)

89

Ex-2237 at 218:1-12;
Sur-Reply at 12, 17

[A.] But all of my rebuttal comments are very specific to Mr. 
Root’s assertions, and largely depend on my absence of 
evidence introduced regarding an actual prototype and 
actual testing of the prototype for its intended use.
Q. So you’re not applying any understanding that you may 
have of the claim terms in forming --
A. That’s correct.
Q. -- your opinions?

That’s correct?
A. Yes.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Medtronic Expert)

90

Ex-2237 at 176:10-13, 179:24-180:4;
Response at 15

Q. Okay. So then let’s move to Exhibit 2092. And this is the MED distal 
section from the July GuideLiner prototype.
A. Okay.
* * * *
Q. And so there is .1 centimeter of a distal tip that’s not a marker band 
and not annealed braid, right?
A. Okay.
Q. Do you agree with that?
A. Yes.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Teleflex Need Not Show Any More Than Shown 
in Itou

“Alternatively, to the extent Petitioners are incorrect about the inherency 
of reduced immunogenicity, neither Kurrle nor Queen 1990 provides 
evidence of immunogenicity testing, and Patent Owner has antedated 
as much of the claimed invention as shown in those references. See In 
re Stempel, 241 F.2d 755, 759 (1957) (“all the applicant can be required 
to show is priority with respect to so much of the claimed invention as 
the reference happens to show. When he has done that he has 
disposed of the reference”); In re Stryker, 435 F.2d 1340, 1341 (1971).”

Pfizer, Inc. v. Genentech, Inc., IPR2017-01488, Paper 12 at 24 
(PTAB, Nov. 29, 2018);

Sur-Reply at 9, 16

91DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Claim Charts (Medtronic Expert)

92

IPR2020-00126, Ex-1005, ¶¶ 170, 195;
e.g. Sur-Reply at 17  

‘032 Patent, Claim 3‘032 Patent, Claim 1
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Brecker Claim Charts (Medtronic Expert)

93
IPR2020-00126, Ex-1005, ¶ 170; IPR2020-00135, Ex-1005, ¶ 158;

e.g. IPR2020-00126, Sur-Reply at 17 

‘776 Patent, Claim 25‘032 Patent, Claim 1

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



DILIGENCE FROM CRITICAL 
DATE TO PATENT FILING

94

DILIGENCE FROM CRITICAL

DATE TO PATENT FILING

94



Diligence Need only Be Reasonably Continuous, 
Showing Invention Was Not Abandoned

[D]iligence need not be perfectly continuous—only reasonably 
continuous.  [P]eriods of inactivity within the critical period do not 
automatically vanquish a patent owner's claim of reasonable 
diligence.  [T]he point of the diligence analysis is not to scour the 
patent owner’s corroborating evidence in search of intervals of time 
where the patent owner has failed to substantiate some sort of 
activity.  Rather, the adequacy of the reduction to practice is 
determined by whether, in light of the evidence as a whole, the 
invention was not abandoned or unreasonably delayed.

Arctic Cat Inc. v. GEP Power Prods., 919 F.3d 1320, 1331 (Fed. Cir. 2019);
Response at 28

95DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Evidence Shows Reasonable Diligence

96

Ex-2118 at ¶ 59;
Response at 19; Sur-Reply at 11

Root Testimony

Ex-2039 at ¶ 12;
Response at 19, 23

Schmalz Testimony

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Evidence Shows Reasonable Diligence

97

Date Corroborating Evidence Showing Diligence

August 2005 VSI patent counsel performs patent search related to 
GuideLiner (Ex-2096 at 8)

August 11, 2005 VSI patent counsel opens patent search for GuideLiner (Ex-
2023 at 5)

September 14, 2005 VSI patent counsel reports results of patent search related 
to GuideLiner (Ex-2098 at 2)

October 2005 Report to the VSI Board on favorable physician feedback 
regarding GuideLiner, and plan for 510(k) regulatory 
submission for Rx version in 1st quarter 2006 (Ex-2133 at 4, 
7) 

October 10, 2005 VSI patent counsel opens patent prosecution matter for 
GuideLiner (Ex-2023 at 5)

November 1, 2005 GuideLiner Narrow SST-02 Flatt Pattern engineering 
drawing created (Ex-2019 at 2)

November 22, 2005 Gregg Sutton reported that for Rx GuideLiner VSI planned to 
complete design verification testing in June 2006 and to 
submit an FDA application in July 2006 (Ex-2099)
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Evidence Shows Reasonable Diligence

98

Date Corroborating Evidence Showing Diligence

December 2005 VSI patent counsel performs patent work related to 
GuideLiner (Ex-2117 at 20)

December 1, 2005 Gregg Sutton reports to VSI Board that additional 
engineering work would be done on Rx GuideLiner (Ex-2100 
at 8-9)

January 2006 VSI patent counsel performs patent work related to 
GuideLiner (Ex-2101 at 7)

January 23, 2006 Gregg Sutton sends fax with GuideLiner sketches to VSI 
patent counsel (Ex-2102)

March 2006 VSI patent counsel performs patent work related to 
GuideLiner (Ex-2103 at 6)

March 15, 2006 Email exchange between Howard Root and patent counsel 
regarding GuideLiner patent application (Ex-2098 at 4)

March 21, 2006 Gregg Sutton sends rapid exchange GuideLiner component 
drawings to VSI patent counsel (Ex-2019)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Evidence Shows Reasonable Diligence

99

Date Corroborating Evidence Showing Diligence

March 24, 2006 Vita Needle ships 600 feet of stainless steel tubing for 
GuideLiner project (Ex-2104, Ex-2005 at 5)

March 30, 2006 Hypo Tube, Cut GuideLiner engineering drawing created 
(Ex-2115)

April 2006 Budget to Actual Variances report shows significantly higher 
spend on GuideLiner compared to budget, most of which Mr. 
Root said was for Rx GuideLiner (Ex-2105 at 4-5; Ex-2118 
at ¶ 71)

April 7, 2006 Shipping invoice from LSA for laser cut and electro-polished 
GuideLiner parts (Ex-2106 at 3)

April 18, 2006 Shipping invoice from MicroGroup to Steve Erb for 
hypotubing related to GuideLiner (Ex-2107)

April 19, 2006 Shipping invoice from LSA for cut GuideLiner hypotubes
(Ex-2108 at 4-5)

Response at 2, 7-8, 18-19
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

Medtronic, Inc. and Medtronic Vascular, 
Inc. v. Teleflex Innovations S.A.R.L.

Patent Owner’s 
Hearing Demonstratives

(102/103)

100



Claims/Grounds Challenged If Itou is Prior Art

101

IPR Separately-Challenged 
Claims

Grounds

IPR2020-00126 Independent claims 1, 11
Dependent claims 3, 6, 13, 14

Grounds 1-2

IPR2020-00128 Independent claims 1, 12
Dependent claims 3, 14, 15

Grounds 1-2

IPR2020-00129 Independent claim 25
Dependent claims 27, 33

Grounds 7, 9

IPR2020-00132 Dependent claims 32 and 39 Grounds 2-4

IPR2020-00134 None None

IPR2020-00135 Independent claims 25, 52, 53
Dependent claims 32, 36, 37

Grounds 1-5

IPR2020-00137 Dependent claim 44 Grounds 2, 4-5

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



‘380 Patent, Claim 25:
“means for receiving the 
interventional device from an 
intermediate or distal portion 
of the means for guiding the 
interventional device to the 
location near the ostium of the 
branch vessel and guiding the 
interventional device deeper 
into the branch vessel…”

Also applies to:
‘032 Patent, claims 3, 13, 14
‘380 Patent, claims 3, 14, 15

102

IPR2020-00129, Paper 22 at 30 

Petitioner’s Reliance on Itou’s Protective 
Catheter

Institution Decision:

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1001, 126 IPR
Ex-1001, 128 IPR

“through which interventional cardiology devices 
are insertable”

Independent claims 1 and 11 
(126 IPR, ’032 patent):

[1/11]. A device for use with a standard guide 
catheter . . . the device comprising:
. . . 
a flexible tip portion defining a tubular 
structure having a circular cross-section and a 
length that is 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 which 
interventional cardiology devices are 
insertable;
. . .  

Independent claims 1 and 12 
(128 IPR, ’380 patent):

[1/12]. A system for use with interventional 
cardiology devices, . . . the system 
comprising: 
. . . 
a device adapted for use with the guide 
catheter, including: 
[ . . .] 
a flexible tip portion defining a tubular structure 
and having a circular cross-section and a 
length that is 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 which 
interventional cardiology devices are 
insertable;
. . .   
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The specification defines “interventional cardiology devices”:

“through which interventional cardiology devices 
are insertable”

IPR2020-00126 Ex-1001, 1:17-21; POR at 9-10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Medtronic Expert)

105IPR2020-00126 Ex-2242 at 89:1-18; Sur Reply at 4DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“interventional cardiology devices”

106

IPR2020-00126 Ex-1001, 5:9-12; POR at 10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“interventional cardiology devices”

107

IPR2020-00126 Ex-1001, 9:58-63; POR at 12-13, 22

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



‘032 Patent, claims 1, 11 
‘380 Patent, claim 1, 12

‘776 Patent, claim 25

108

“through which interventional cardiology devices are 
insertable”

…defining a coaxial lumen having a 
cross-sectional inner diameter 
through which interventional 
cardiology devices are insertable;

configured to receive one or more 
interventional cardiology devices 
therethrough when positioned within 
the guide catheter

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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IPR2020-00126 Ex-1007, Fig. 3; Ex-2138, ¶¶128-129; POR at 21

Itou’s Suction Catheter Is Not Configured to Receive 
Interventional Cardiology Devices, Including Stents

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Inherency is a high bar:

“[A]nticipation by inherent disclosure 
is appropriate only when the 
reference discloses prior art that 
must necessarily include the 
unstated limitation . . .”

Transclean Corp. v. Bridgewood Servs., 
290 F.3d 1364, 1373 (Fed. Cir. 2002) 
(emphasis in the original)

“through which interventional cardiology devices 
are insertable”

IPR2020-00126 POR at 22-23; Sur 
Reply at 11. 

“In an inter partes review, the burden of 
persuasion is on the petitioner . . . and 
that burden never shifts to the patentee.  
We have noted that ‘a burden-shifting 
framework makes sense in the 
prosecution context,’ where ‘[t]he prima 
facie case furnishes a 'procedural tool of 
patent examination, allocating the 
burdens of going forward as between 
examiner and applicant.’  [H]owever, that 
burden-shifting framework does not 
apply in the adjudicatory context of an 
IPR.”

In re Magnum Oil Tools Int'l, Ltd., 829 F.3d 
1364, 1375 (Fed. Cir. 2016) (internal citations 
omitted) 

No burden shifting for 
inherency: 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Testimony (Medtronic Expert)

111IPR2020-00126 Ex-2239 at 67:5-21; Sur Reply at 10 DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Keith Testimony (Teleflex Expert)

112
IPR2020-00126 Ex-1805 at 140:9-15; Sur Reply at 10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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IPR2020-00126 Ex-1007, Fig. 3; Ex-2138, ¶149; POR at 32 

Itou Does Not Disclose a Flexible Cylindrical Distal Tip 
Portion
(126 IPR – ‘032 patent, claim 6; 128 IPR – ‘380 patent, claim 1)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

NO MOTIVATION TO REPLACE ITOU’S 
PROXIMAL OPENING WITH A COMPLEX SIDE 

OPENING
IPR2020-00129 (Ground 9); IPR2020-00132 (Grounds 2-4); IPR2020-00135 (Grounds 3-5); 

IPR2020-00137 (Grounds 2, 4-5)

Also Applies to: IPR2020-00126 (Ground 2); IPR2020-00128 (Ground 2)

114DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims 
(135 IPR, ’776 patent)

52. A guide extension 
catheter . . . the 
segment defining the 
partially cylindrical 
opening having an 
angled proximal end, . . . 
wherein the segment 
defining the angled 
proximal end of the 
partially cylindrical 
opening includes at 
least two inclined 
regions

53. A guide extension catheter 
. . . the lumen having a 
uniform cross-sectional inner 
diameter that is not more than 
one French size smaller than 
the cross-sectional inner 
diameter of the lumen of the 
guide catheter; . . . the 
segment defining the partially 
cylindrical opening having an 
angled proximal end . . .  
wherein the segment defining 
the angled proximal end of 
the partially cylindrical 
opening includes at least 
two inclined regions

36. The guide 
extension catheter of 
claim 25, wherein the 
segment defining the 
angled proximal end 
of the partially 
cylindrical opening 
includes at least 
one inclined region 
that tapers into a 
non-inclined region. 

Ex-1001  (135 IPR)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims 
(129 IPR, ’380 patent, 132 IPR, ‘760 patent, 137 IPR, ‘379 patent)

‘380 Patent, claim 27

The system of claim 
26, wherein the side 
opening includes at 
least two different 
inclined slopes.

‘760 Patent, claim 32

The system of claim 25, 
wherein the segment 
defining the side opening 
includes at least two 
inclined slopes.

‘379 Patent, claim 44

“The method of claim 
38, wherein defining the 
side opening portion 
includes forming a first 
inclined sidewall, 
forming a second 
inclined sidewall, and 
separating the first 
and the second 
inclined sidewall by a 
non-inclined region.”
. 

Ex-1201 (129 IPR); Ex-1001 (132 IPR); 
Ex-1001 (137 IPR)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Complex Side Opening is a Commercially 
Important Feature

117

IPR2020-00126 Ex-2138, ¶¶186, 199; POR at 52-53

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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IPR2020-00126, Ex-2138, ¶208; Ex-2063; Ex-2071 at 20; POR at 53-57

GuideLiner V3

Telescope

Complex Side Opening is a Commercially 
Important Feature

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Complex Side Opening

119

Three Arguments Based on Three Secondary 
References:

1. Itou + Kataishi
2. Itou + Ressemann
3. Itou + Enger

NONE SHOW A DEVICE WITH A PROXIMAL 
COMPLEX SIDE OPENING

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Kataishi

120IPR2020-00132 Ex-1025, Figs. 1, 2, 10; POR at 49-50DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Kataishi + Ressemann: NEW IN REPLY

121
IPR2020-00132 Ex-1008, Fig. 1A; Ex-1025, Fig. 12; Sur-reply at 19-20
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Itou + Ressemann

122
IPR2020-00132 Ex-1008, Fig. 16A (annotations added); 

Ex-2138, ¶ 112; Sur Reply at 3

Ressemann
teaches only a 
single incline 
proximal opening:

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Ressemann

123

IPR2020-00132, Ex-2138, ¶115; POR at 15
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Itou + Ressemann

Ressemann teaches tab portion 
inside shaft 2120 and 
underneath core wire: 

IPR2020-00132, Ex-1008, 27:59-67 (emphasis 
added); Ex-2138, ¶117; POR at 26-28

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Hillstead Testimony (Medtronic Expert)

125IPR2020-00132, Ex-2137 at 166:8-23; POR at 24, 29DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Medtronic Expert)

126

IPR2020-00132, Ex-2116 at 239:7-13; POR at 23

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Declaration (Medtronic’s New Expert)

127

IPR2020-00132, Ex-1807, ¶ 82; Sur Reply at 12
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Hillstead Testimony (Medtronic Expert)

128

IPR2020-00132, Ex-2137 at 133:3-9; POR at 23

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Medtronic Expert)
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IPR2020-00132, Ex-2116 at 241:7-15; POR at 23

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Ressemann as Combined in Petition

130

IPR2020-00132, Petition 67-68

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



131

IPR2020-00132, Ex-2138, ¶152; POR at 42

Itou + Ressemann as Combined in Petition

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Itou + Ressemann – New “Encasement” Evidence

If “encased,” no evidence that tiny angle at tip of tab would be preserved: 

Petitioner’s new expert Mr. Jones: 

“I have not worked that out or 
provided an opinion on that” (Ex-
2239, 116:19-24)  

Patent Owner’s expert Mr. Keith:

“[A] POSITA would expect that 
incline #1’ to be simply buried or 
‘erased’ by the encapsulating 
polymer” (Ex-2138, ¶150) 

IPR2020-00132, POR at 40; Sur-reply at 13

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou’s Existing Structure

133

IPR2020-00132, Ex-2138, ¶145; POR at 37

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Increasing Opening Area is Unrelated 
to Two Inclines

134

IPR2020-00132, Ex-2138, ¶142; POR at 32-33
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Hillstead Testimony (Medtronic Expert)

135

Ex-2137 at 195:23-196:6; IPR2020-00132 Sur Reply at 10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Hillstead Testimony (Medtronic Expert)

136

Ex-2137 at 162:5-15; IPR2020-00132 POR at 24-25

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



137Paper 44, 30-31, 38-43; Paper 102, 12-14 (132 IPR)

Petitioner failed to prove motivation/reasonable expectation of success for 
hindsight-driven tab-on-top combination: 

Petition evidence for ‘tab-on-top’ 
combination

Patent Owner evidence showing no motivation/reasonable expectation of 
success for tab-on-top combination

Hillstead (incorrect) assertion that 
“Ressemann explicitly instructs how 
to incorporate the support collar 2141 
into the suction catheter (2). 
Ressemann instructs to . . . rest tab 
portion 2141b adjacent the exterior of 
wire-like portion 25.” (Ex-1042, ¶101 
(132 IPR))

Hillstead single conclusory assertion 
that tab would be “encased in 
polymer as commonly known in the 
art” (Ex-1042, ¶96 (132 IPR))

Undisputed Ressemann teaching that tab 2141b should be placed under
reinforcing core wire 2135 and multilumen tube 2138 and inside the bottom of 
shaft 2120 (Ex-1008, 27:51-67; Fig. 16D)

Hillstead admission that a tab-on-top combination “may not be the way that 
Ressemann would teach” (Ex-2137, 216:7-13)
Keith testimony correctly understanding/explaining how Ressemann teaches 
to incorporate tab (Ex-2138 ¶¶112-117, 137-140, 148 (132 IPR))

Keith testimony that a POSITA would not to be able to encase in polymer and 
still preserve tiny “incline #1” (Ex-2138 ¶150 (132 IPR))

Jones (Petitioner’s new expert) admission that, as to how the tiny incline 
would be preserved, he “[has] not worked that out or provided an opinion on 
that” (Ex-2239, 116:19-24) 
Keith testimony regarding expected peel-off/pop-off issues with tab 2141b (Ex-
2138 ¶151 (132 IPR))

Keith testimony that the tab-on-top would create a problematic ledge/catch 
points (Ex-2138 ¶152 (132 IPR))

Keith testimony that adding Ressemann’s collar in a tab-on-top manner would 
add obstruction to proximal opening of Itou (Ex-2138 ¶153 (132 IPR))

Itou + Ressemann

Paper 44, 30-31, 38-43; Paper 102, 12-14 (132 IPR)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE 137



138
IPR2020-00132, Ex-1807, ¶130; Sur Reply at 5

Itou + Ressemann

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Testimony (Medtronic’s New Expert)

139IPR2020-00132, Ex-2239, 170:14-174:9; Sur Reply at 4-5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Ressemann:  NEW IN REPLY

140

Version 1 (Petition):

Version 2 (Reply): Three Inclines

IPR2020-00132, Ex-1042, ¶101; Ex-1806, ¶87; Ex-1807, ¶132; 
Sur Reply at 6-14

Two Inclines

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Enger

141

IPR2020-00132, Ex-1050, Fig. 1; Ex-2138, ¶¶124-125; POR at 54

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Enger

142

IPR2020-00132, Ex-2138, ¶¶125-126; POR at 56
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Hillstead Testimony (Medtronic Expert)

143IPR2020-00132, Ex-2137 at 228:15-229:2; POR at 56DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Hillstead Testimony (Medtronic Expert)

144

IPR2020-00132, Ex-2137 at 239:18-240:11, 244:8-21; POR at 55

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Aug. 11, 2020)

145IPR2020-00132, Ex-2116, 202:24-203:15; POR at 58DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Enger as Combined in Petition

146

IPR2020-00132, POR at 60
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Ressemann-Based Challenges
IPR2020-00129 (Grounds 1-6), IPR2020-00134 (Ground 4),

IPR2020-00138 (Grounds 1-5)

147DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



IPR2020-00129 (Grounds 1-6) – ‘380 Patent

148

Claim 25: “means for receiving the interventional device from 
an intermediate or distal portion of the means for 
guiding the interventional device to the location near 
the ostium of the branch vessel and guiding the 
interventional device deeper into the branch 
vessel…”

Claim 27: “wherein the side opening includes at least two 
different inclined slopes.”

Claim 32: “wherein a uniform inner diameter of a lumen of the 
means for receiving the interventional device and 
guiding the interventional device deeper into the 
branch vessel is not more than one French smaller
than a second inner diameter of the lumen of the 
means for guiding the interventional device to the 
location near the ostium of the branch vessel.”

IPR2020-00129, Ex-1201DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Claim 25:  Means-Plus-Function

149

Three Issues:
1. Has Petitioner overcome the presumption 

that 112[6] applies?
2. What is the “corresponding structure” 

disclosed in the specification?
3. Has Petitioner proved that Ressemann

discloses the same or equivalent structure 
for performing the claimed function?

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“Means for Receiving and Guiding”

150

To overcome the means plus function presumption a 
petitioner must show that “the claim recites sufficient 
structure for performing the described functions in their 
entirety.”

“Sufficient structure exists when the claim language 
specifies the exact structure that performs the functions in 
question in without need to resort to other portions of the 
specification or extrinsic evidence.”

TriMed, Inc. v. Stryker Corp., 514 F.3d 1256, 1259-60 (Fed. Cir. 2008); POR at 8-10
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Brecker Testimony (Medtronic Expert)

151

Ex-2116 at 304:8-23, 306:2-10; IPR2020-00129 
POR at 9DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Board’s Institution Decision

152

IPR2020-00129 Paper 22 at 19-20

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Corresponding Structure: “the coaxial guide 
catheters” Disclosed in the Specification

153

“[S]tructure disclosed in the specification qualifies as ‘corresponding 
structure’ if the specification or prosecution history clearly links or 
associates that structure to the function recited in the claim.”

B. Braun Med., Inc. v. Abbott Labs., 124 F.3d 1419, (Fed. Cir. 1997)

“Medtronic argues that even if the limitation is a means-plus-function 
limitation linked to the disclosed polyaxial structure, the claim 
nonetheless should be construed to include alternative structures like 
monoaxial screws.  However, because there is only one embodiment 
described in the specification to secure the anchor to the bone--a 
polyaxial screw and anchor structure—there is no basis on which to 
extend the limitation to cover alternative, non-disclosed structure not 
shown to be structurally equivalent.”

Cross Med. Prods. v. Medtronic Sofamor Danek, Inc., 424 F.3d 1293, 
13045, 1308 (Fed. Cir. 2005); POR at 10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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IPR2020-00129 POR at 13

Corresponding Structure: “the coaxial guide 
catheters” Disclosed in the Specification

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



155Ex-1201, 6:53-55, 10:16-25; IPR2020-00129 POR at 12, 14-15, 22

Corresponding Structure: “the coaxial guide 
catheters” Disclosed in the Specification

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Ressemann Does Not Disclose A Coaxial Guide 
Catheter

156Ex-2138, ¶125; IPR2020-00129 POR at 18-20DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Board’s Institution Decision – IPR2020-00133

157

IPR2020-00133 Paper 20 at 15

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1201, Abstract, 4:53-62; IPR2020-00129 POR at 12-15, 
22

The Claimed “Guiding” Function is Achieved 
Through Backup Support

Summary of InventionAbstract

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1201, 8:18-32, 10:16-20; IPR2020-00129 
POR at 12-15, 22 

The Claimed “Guiding” Function is Achieved 
Through Backup Support

Detailed Description

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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IPR2020-00129 Ex-2138, ¶155; POR at 22-24

Keith Declaration (Teleflex Expert)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Ressemann’s Structure is Not Equivalent to the 
Disclosed Coaxial Guide Catheter

161IPR2020-00129 Ex-2138, ¶125; POR at 18-20

Ex-1208, 9:44-51; Sur Reply at 9

Ex-1208, 13:55-60; POR 24

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Medtronic Expert)

162

Ex-2238, 133:4-134:4; Sur Reply at 10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Risks Associated With the Use of Balloons 
During Delivery Shows Non-Equivalence

163

“Moreover, there is a genuine issue of material fact as to whether the 
set screw accomplishes the claimed function in substantially the same 
way as the external nut.  Medtronic has cited the testimony of Dr. Puno 
stating that he considered using a set screw in 1990 to hold the rod in 
place but decided against the set screw because of splaying concerns. 
Dr. Puno stated that having the side walls of the anchor seat spread 
apart when the screw was tightened down would be ‘a bad thing’ and 
‘could end up loosening the connection on the rod.’" 

Cross Med. Prods. v. Medtronic Sofamor Danek, Inc., 424 F.3d 1293, 
1316-17 (Fed. Cir. 2005) (citations omitted); POR at 10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Ressemann’s Structure is Not Equivalent to the 
Disclosed Coaxial Guide Catheter

Evidence of No Structural 
Equivalency

Evidence of Structural 
Equivalency

• Keith Declaration Ex-2138, 
¶¶155-163.

• Brecker Testimony, Ex-2238, 
133:4-134:4.

• Petitioner’s Opening Papers:
None

• Petitioner’s Reply Papers: 
Brecker Supp. Decl. Ex-1806, 
¶¶132-137
 Ignores Ressemann’s balloons
 Wrongly claims that Ressemann

teaches to provide backforce

164

IPR2020-00129 POR at 22-25; Sur Reply at 9-10

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Claim 27:  Proximal Side Opening With Two 
Inclined Slopes

165

Similar Arguments as With Itou:
1. Ressemann + Kataishi (Ground 3)
2. Ressemann Fig. 1 + Ressemann Fig. 16 

(Ground 2)
3. Ressemann + Enger (Ground 4)

NONE SHOW A DEVICE WITH A PROXIMAL 
COMPLEX SIDE OPENING

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



166

IPR2020-00129 Ex-2138, ¶¶176-78; POR at 34-35 

Ressemann + Knowledge of a POSITA
IPR2020-00129 (Ground 2); IPR2020-00138 (Ground 2)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Claim 32:  “Not More Than One French Smaller”

167

“We question whether Petitioner has adequately supported such sweeping 
changes to Ressemann’s system, and this is an issue the parties may address 
during trial.”

Paper 22 (Institution Decision) at 33

IPR2020-00129 Ex-2138, ¶ 124; POR at 18-20DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Ressemann is an Embolic Protection Device

168

Ex-1208; IPR2020-00129 POR at 43, 54-55 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Medtronic Expert)

169

Ex-2116 at 396:21-397:20; IPR2020-00129 POR at 55

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



IPR2020-00134 (Ground 4) – ‘760 Patent

170

Claim 48, 51 and 53:
“the guide extension catheter including… a tubular 
structure defining a lumen coaxial and in fluid 
communication with the lumen of the guide catheter; the 
lumen of the tubular structure… having a uniform cross-
sectional inner diameter that is not more than one 
French size smaller than the cross-sectional inner 
diameter of the lumen of the guide catheter…

Ex-1601

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Ressemann’s Evacuation Lumen is Not Coaxial 
With the Guide Catheter

171IPR2020-00134 Ex-2138, ¶¶105, 110; POR at 9-13 DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Petition’s NEW CONSTRUCTION IN REPLY

172

Reply at 1-9

“‘Coaxial means ‘aligned in the same direction 
as the axis of the lumen of the guide catheter’”

In other words, “coaxial means parallel”???
IPR2020-00134 Sur Reply at 

4

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Medtronic)

173

Ex-2238, 28:10-14; IPR2020-00134 Sur Reply at 7

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“Coaxial” – Intrinsic Evidence

174

Ex-1601, Figs. 3, 4, 8, 9; IPR2020-00134 Sur Reply at 5
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Opening Reports (Medtronic Expert)

175

Brecker Declaration 
(IPR2020-00130, Ex-1405, 
¶171)

Kontos (Ex-1409, 
Fig. 6A)

Sur Reply at 7-8
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Medtronic Expert)

176

Ex-2237, 130:13-22; IPR2-2-=00134 Sur Reply at 7-8

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“Coaxial” - Kontos

177
Ex-1609, Figs. 1, 3, 10, 12, 4:35-38, 8:34-42; Sur Reply at 7

Kontos’s full-length OTW 
embodiment has “coaxial” lumen:

Portion of Kontos embodiment 
Petitioner relies on, without 
funnel, has “eccentric” lumen:

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“Coaxial”

178Ex-1121, 7:34-43; IPR2020-0134 Sur Reply at 7DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



“Coaxial”

179Ex-2224, 7:19-32; IPR2020-0134 Sur Reply at 8DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Keith Testimony (Teleflex Expert)

180

Ex-1764 at 90:2-91:18; IPR2020-00134 Sur Reply at 6

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



IPR2020-00138 (Grounds 1-5) – ‘379 Patent

181

Claim 44 (complex side opening claim):
“The method of claim 38, wherein defining the side 
opening portion includes forming a first inclined 
sidewall, forming a second inclined sidewall, and 
separating the first and the second inclined sidewall 
by a non-inclined region.”

Ex-1201

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

Kontos-Based Challenges

182

• IPR2020-00127 (’032 patent)
• IPR2020-00130 (’380 patent) 
• IPR2020-00136 (’776 patent)



183
Ex-1401, Figs. 1-4
Ex-2138, ¶118 (127 IPR)

Tip/marker band 
structure

Base portion 18 for 
pushrod (wire 14) 
attachment

Kontos
(127/130/136 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



184Ex-1401, Figs. 6A, 6B, 8C

Summary of the Invention: “[A] support catheter, which can also function as a 
stent, connected to means such as a wire handle” (Ex-1409, 2:13-15)

 “support” and “protect” the “fragile” 
PTCA catheter that is “readily 
susceptible to kinking” (e.g., Ex-
1409, 5:20-24, 1:34-35)

 Narrow enough to serve as a 
temporary stent itself (e.g., Ex-
1409, 6:59-7:5):

Kontos
(127/130/136 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kontos’s proximal “funnel portion 26”:

• “funnel portion 26 facilitates 
passage of the PTCA catheter 40 
from the guide catheter 38 into the 
lumen 22 of body 12” (Ex-1409, 
7:49-52)

• “[t]he conical opening of lumen 22 
at funnel portion 26 facilitates 
insertion of a PTCA catheter or 
the like therethrough” (Ex-1409, 
3:66-68)

• “Because of flared funnel portion 
26, the second catheter can 
negotiate the transition from guide 
catheter 38 into body 12.” (Ex-
1409 at 7:20-22).  

185

Ex-1401, Figs. 1-4
Paper 40, 26-27(127 IPR)
Paper 39, 29 (130 IPR)
Paper 39, 17-18 (136 IPR)

Kontos
(127/130/136 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

Kontos-Based Challenges

186

• IPR2020-00127, all Grounds (’032 patent)
• IPR2020-00130, all Grounds (’380 patent) 

Kontos plus Adams combinations:  



187

Outline of the Arguments: 
-00127 and -00130 IPRs (’032 and ’380 patents)

127 IPR: Independent claims 1 and 11
130 IPR: Independent claims 1 and 12

“through which interventional cardiology 
devices are insertable” 

127 IPR: dependent claims 2 and 12
130 IPR: dependent claims 2 and 13

“assists in resisting axial and shear forces . 
. . that would otherwise tend to dislodge the 
guide catheter from the branch artery” 

127 IPR: dependent claim 6
130 IPR: Independent claim 1

“cylindrical reinforced portion” 

127 IPR: dependent claims 3, 4, 9, 13, 18
130 IPR: dependent claims 3, 4, 9, 14, 19

Side opening claims

127 IPR: dependent claims 8 and 17
130 IPR: dependent claims 8 and 18 

“One French” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00127 and -00130 IPRs (’032 and ’380 patents)

127 IPR: Independent claims 1 and 11
130 IPR: Independent claims 1 and 12

“through which interventional cardiology 
devices are insertable” 

127 IPR: dependent claims 2 and 12
130 IPR: dependent claims 2 and 13

“assists in resisting axial and shear forces . . 
. that would otherwise tend to dislodge the 
guide catheter from the branch artery” 

127 IPR: dependent claim 6
130 IPR: Independent claim 1

“cylindrical reinforced portion” 

127 IPR: dependent claims 3, 4, 9, 13, 18
130 IPR: dependent claims 3, 4, 9, 14, 19

Side opening claims

127 IPR: dependent claims 8 and 17
130 IPR: dependent claims 8 and 18 

“One French” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1401, 127 IPR
Ex-1401, 130 IPR

“through which interventional cardiology devices 
are insertable” (127/130 IPRs)

Independent claims 1 and 11, ’032 patent 
(127 IPR):

[1/11]. A device for use with a standard guide 
catheter . . . the device comprising:
. . . 
a flexible tip portion defining a tubular 
structure having a circular cross-section and 
a length that is 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 which interventional cardiology 
devices are insertable;
. . .  

Independent claims 1 and 12, ’380 patent 
(130 IPR):

[1/12]. A system for use with interventional 
cardiology devices, . . . the system 
comprising: 
. . . 
a device adapted for use with the guide 
catheter, including: 
[ . . .] 
a flexible tip portion defining a tubular 
structure and having a circular cross-section 
and a length that is 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 which interventional 
cardiology devices are insertable;
. . .   

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



190

The specification defines “interventional cardiology devices”:

“through which interventional cardiology devices 
are insertable” (127/130 IPRs)

Ex-1401, 1:17-21 (127 IPR)
Paper 40, 9-11, 18-19 (127 IPR) 
Paper 39, 9-11, 19-20 (130 IPR)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



191

Kontos does not teach cross-sectional diameter through which stents or stent 
catheters are insertable:

 No express or inherent disclosure of use with a stent

 Teaches narrow 0.045” inner diameter embodiment, designed to be close-fitting 
with the narrow PTCA balloon catheter (Ex-1409, 4:48-50)

 Teaches use of support catheter itself as a stent (Ex-1409, 1:13-16, 2:13-14, 
6:59-7:5)  

“through which interventional cardiology devices 
are insertable” (127/130 IPRs)

Paper 40, 9-11, 18-19 (127 IPR) 
Paper 39, 9-11, 19-20 (130 IPR)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Undisputed that PTCA catheter is a single interventional cardiology device :

“through which interventional cardiology devices 
are insertable” (127/130 IPRs)

“The ‘PTCA catheter 40 with balloon 48’ that Dr. Brecker points to 
(Ex-1405, ¶171), is only one such ‘interventional cardiology device’ 
. . . POSITA would consider the stent and stent catheter to be two 
separate devices, while a balloon catheter would be considered 
one device.”

Ex-2138 (127/130 IPR), ¶141

Paper 40, 20-21 (127 IPR) 
Paper 39, 21-22 (130 IPR)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00127 and -00130 IPRs (’032 and ’380 patents)

127 IPR: Independent claims 1 and 11
130 IPR: Independent claims 1 and 12

“through which interventional cardiology 
devices are insertable” 

127 IPR: dependent claims 2 and 12
130 IPR: dependent claims 2 and 13

“assists in resisting axial and shear forces 
. . . that would otherwise tend to dislodge 
the guide catheter from the branch artery” 

127 IPR: dependent claim 6
130 IPR: Independent claim 1

“cylindrical reinforced portion” 

127 IPR: dependent claims 3, 4, 9, 13, 18
130 IPR: dependent claims 3, 4, 9, 14, 19

Side opening claims

127 IPR: dependent claims 8 and 17
130 IPR: dependent claims 8 and 18 

“One French” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1401, 127 IPR
Ex-1401, 130 IPR

“assists in resisting axial and shear forces . . . ” 
(127/130 IPRs)

Dependent claim 2, ’032 patent (127 IPR)
Dependent claim 2, ’380 patent (130 IPR):

2. The [device/system] of claim 1, wherein the 
tubular structure includes a distal portion 
adapted to be extended beyond the distal end 
of the guide catheter while a proximal portion 
remains within the lumen of the guide 
catheter, such that the device assists in 
resisting axial and shear forces exerted by 
the interventional cardiology device passed 
through and beyond the coaxial lumen that 
would otherwise tend to dislodge the 
guide catheter from the branch artery.

Dependent claim 12, ’032 patent (127 IPR)
Dependent claim 13, ’380 patent (130 IPR):

[12/13]. The [device/system] of claim [11/12] 
wherein, when the distal portion of the flexible 
tip portion is insertable through the continuous 
lumen of the guide catheter and beyond the 
distal end of the guide catheter, the device 
assists in resisting axial and shear forces 
exerted by an interventional cardiology device 
passed through and beyond the coaxial lumen 
that would otherwise tend to dislodge the 
guide catheter from the branch artery.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



195Paper 86, 9-10 (127 IPR)
Paper 84, 10-11 (130 IPR)

No burden shifting, even for inherency: 

“In an inter partes review, the burden of 
persuasion is on the petitioner . . . and that 
burden never shifts to the patentee.  We have 
noted that ‘a burden-shifting framework makes 
sense in the prosecution context,’ where ‘[t]he 
prima facie case furnishes a 'procedural tool of 
patent examination, allocating the burdens of 
going forward as between examiner and 
applicant.’  [H]owever, that burden-shifting 
framework does not apply in the 
adjudicatory context of an IPR.”

In re Magnum Oil Tools Int'l, Ltd., 829 F.3d 
1364, 1375 (Fed. Cir. 2016) (internal citations 
omitted, emphasis added) 

“assists in resisting axial and shear forces . . . ” 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Inherency is a high bar: 

“[A]nticipation by inherent disclosure is 
appropriate only when the reference discloses 
prior art that must necessarily include the 
unstated limitation . . .”

Transclean Corp. v. Bridgewood Servs., 290 
F.3d 1364, 1373 (Fed. Cir. 2002) (emphasis in 
the original)

“assists in resisting axial and shear forces . . . ” 
(127/130 IPRs)

Paper 40, 22-23 (127 IPR)
Paper 39. 25-26 (130 IPR)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



 Kontos’s device not designed or intended to “assist[] in resisting axial 
and shear forces . . . that would otherwise tend to dislodge the guide 
catheter from the branch artery,” as required by the claims

197
Paper 40, 21-25 (127 IPR)
Paper 39, 24-28 (130 IPR) 
Ex-1009, Fig. 1 and 4:1-4; Ex-2138, ¶¶144-149 (127 IPR)

Petitioner has not proven inherency:

Narrow body

No reinforcement

 “Pliable” material 
(Kontos, Ex-1009, 
4:1-4)

 Petition: conclusory assertion that Kontos contains “same teachings” as ’032/’380 
patents (Petition at 40 (127 IPR); Petition at 45 (130 IPR))

“assists in resisting axial and shear forces . . . ” 
(127/130 IPRs)

Not “same teachings”:

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00127 and -00130 IPRs (’032 and ’380 patents)

127 IPR: Independent claims 1 and 11
130 IPR: Independent claims 1 and 12

“through which interventional cardiology 
devices are insertable” 

127 IPR: dependent claims 2 and 12
130 IPR: dependent claims 2 and 13

“assists in resisting axial and shear forces . . 
. that would otherwise tend to dislodge the 
guide catheter from the branch artery” 

127 IPR: dependent claim 6
130 IPR: Independent claim 1

“cylindrical reinforced portion” 

127 IPR: dependent claims 3, 4, 9, 13, 18
130 IPR: dependent claims 3, 4, 9, 14, 19

Side opening claims

127 IPR: dependent claims 8 and 17
130 IPR: dependent claims 8 and 18 

“One French” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1401, 127 IPR
Ex-1401, 130 IPR

“cylindrical reinforced portion” 
(127/130 IPRs)

Dependent claim 6, ’032 patent (127 IPR): 

6. The device of claim 1 wherein the tubular 
structure includes a flexible cylindrical distal 
tip portion and a flexible cylindrical 
reinforced portion proximal to the flexible 
distal tip portion.

Independent claim 1, ’380 patent (130 IPR):

1. . . . wherein the tubular structure includes 
a flexible cylindrical distal tip portion and a 
flexible cylindrical reinforced portion 
proximal to the flexible cylindrical distal tip 
portion and wherein the flexible cylindrical 
distal tip portion is more flexible than the 
flexible cylindrical reinforced portion.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1405, ¶¶ 206, 217 (127 IPR)
Petition at 49; Paper 40, 41-42 (127 IPR)
Petition at 40-41; Paper 39, 22-24 (127 IPR)

“Cylindrical” structure claimed 
by the ’032 and ’380 patents: 

The portions of Kontos the
Petition pointed to are not 
“cylindrical”:

“cylindrical reinforced portion” 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Paper 86, 22-23 (127 IPR)
Paper 84, 9-10 (130 IPR)
Ex-1009, Fig. 1; Ex-2138, ¶147 (127 IPR)

Petitioner pivots to a new mapping in Reply: 

“cylindrical reinforced portion” 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

KONTOS-BASED CHALLENGES

202

NEW “six additional modifications” 
Reply Theory 

• IPR2020-00127 (’032 patent)
• IPR2020-00130 (’380 patent) 
• IPR2020-00136 (’776 patent)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



203Paper 86, 3-7 (127 IPR) 
Paper 84, 3-7 (130 IPR) 

127/130 IPR 
(’032 and ’380 
patents):

New Reply theory: six additional modifications to Kontos

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



204Paper 85, 3-7 (136 IPR) 

136 IPR 
(’776 patent):

New Reply theory: six additional modifications to Kontos

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Paper 86, 3-7 (127 IPR) 
Paper 84, 3-7 (130 IPR) 
Paper 85, 3-7 (136 IPR)

Petitioner’s new expert 
Jones admitted the new 
theory requires at least six 
additional changes:

New Reply theory: six additional modifications to Kontos

(Ex-2241, 124:13-126:20)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Petitioner relies on the new “six additional change” theory for 
many challenged claims:  

New Reply theory: six additional modifications to Kontos

Claims Petitioner Reply Type 
3, 4, 9, 13, 18 of ’032 
patent (127 IPR)

Paper 71 at 13-14 and 
n.4, 18-19

Side opening claims

3, 4, 9, 14, 19 of ’380 
patent (130 IPR)

Paper 69 at 14-15 and 
n.4, 19-20

Side opening claims

8, 17 of ’032 patent 
(127 IPR)

Paper 71 at 21-22 “one French” claims

8, 18 of ’380 patent 
(130 IPR)

Paper 69 at 21-22 “one French” claims

25, 52, 53 of the ’776 
patent (136 IPR)

Paper 69 at 8, 13-15 Side opening and complex 
side opening claims 

30-31, 53-56 of the ’776 
patent (136 IPR)

Paper 69 at 20-21 “one French size” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1409, 3:67-68, 4:25-38;  Fig. 1
Paper 86 at 6 (127 IPR)
Paper 84 at 6 (130 IPR)
Paper 85, 5-6 (136 IPR)

Petitioner’s new Reply theory is unsupported: eccentric base portion 
18 “provides leverage”  

New Reply theory: six additional modifications to Kontos

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



208Paper 86 at 6 (127 IPR); Paper 84 at 6 (130 IPR); Paper 85, 5-6 (136 IPR)

Petitioner’s new Reply theory is unsupported: Deposition testimony 
of Petitioner’s new engineering expert Jones 

New Reply theory: six additional modifications to Kontos

• POSITA would have to 
“bolster” base portion of 
tube wall (Ex-2241, 138:3-
11)

• ‘Tapered’ pushwire would 
result in a 256X decrease 
in polar moment of inertia

• Petitioner’s expert not aware 
of any prior art showing 
wire tapered to less than 
0.005”

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00127 and -00130 IPRs (’032 and ’380 patents)

127 IPR: Independent claims 1 and 11
130 IPR: Independent claims 1 and 12

“through which interventional cardiology 
devices are insertable” 

127 IPR: dependent claims 2 and 12
130 IPR: dependent claims 2 and 13

“assists in resisting axial and shear forces . . 
. that would otherwise tend to dislodge the 
guide catheter from the branch artery” 

127 IPR: dependent claim 6
130 IPR: Independent claim 1

“cylindrical reinforced portion” 

127 IPR: dependent claims 3, 4, 9, 13, 18
130 IPR: dependent claims 3, 4, 9, 14, 19

Side opening claims

127 IPR: dependent claims 8 and 17
130 IPR: dependent claims 8 and 18 

“One French” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1401, 127 IPR
Ex-1401, 130 IPR

Side opening claims 
(127/130 IPRs)

127 IPR, Ground 1 (’032 patent)
130 IPR, Ground 1 (’380 patent):

3. The [device/system] 
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 . . .

9. The [device/system] 
of claim 1 wherein the 
substantially rigid 
portion includes from 
distal to proximal 
direction, a cross-
sectional shape having 
a full circumference 
portion, a 
hemicylindrical 
portion and an arcuate 
portion.

[13/14]. The [device/ 
system] of claim [11/12] 
wherein the substantially 
rigid portion further 
includes a partially 
cylindrical portion 
defining an opening 
extending for a 
distance along a side 
thereof defined 
transverse to a 
longitudinal axis . . . the 
opening extending 
substantially along at 
least a portion of a length 
of the substantially rigid 
portion.

[18/19]. The [device/ 
system] of claim 
[11/12] wherein the 
substantially rigid 
portion includes, 
[starting at a] from 
distal to proximal
[direction], a cross-
sectional shape 
having a full 
circumference 
portion, a 
hemicylindrical 
portion and an 
arcuate portion.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Paper 40, 32-33 (127 IPR)
Paper 39, 36 (130 IPR)
Ex-2138 (127 IPR), ¶¶ 166-172 
Ex-2145, ¶¶ 107-109

Proximal side openings to receive interventional devices while inside 
the guide catheter were not “well-known in the art” (see Petition at 42 (127 
IPR); Petition at 47 (130 IPR))

• Bonzel (Ex-1432): 

• Enger (Ex-1450, Fig. 7): 

• Verbeek (Ex-1461, Fig. 1B):  

Guidewire 
exit port

Side opening claims 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Adams (Ex-1435) teaches an expandable mesh guide seal: 

Ex-2138, ¶ 163-164; Ex-2145, ¶ 159, 163-165, 218
Ex-1435, Figs. 2C, 3A, 3B, [0066], [0067]

Adams (127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



213Paper 40, 28-29; Paper 86, 11-12, 15-16 (127 IPR)
Paper 39, 31; Paper 84, 13, 16-17 (130 IPR) 

Ressemann teaches away from replacing a funnel with 
a bare side opening:

Ex-1408, 7:40-46 and Fig. 11A 

• Funnel = no catching/hang-up issues

• Bare side opening = creates catching/hang-up issues

Ex-1408, 25:23-29 and Fig. 16D

Side opening claims 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kontos’s proximal “funnel portion 26”:

• “funnel portion 26 facilitates 
passage of the PTCA catheter 40 
from the guide catheter 38 into the 
lumen 22 of body 12” (Ex-1409, 
7:49-52)

• “[t]he conical opening of lumen 22 
at funnel portion 26 facilitates 
insertion of a PTCA catheter or 
the like therethrough” (Ex-1409, 
3:66-68)

• “Because of flared funnel portion 
26, the second catheter can 
negotiate the transition from guide 
catheter 38 into body 12.” (Ex-
1409 at 7:20-22).  

214

Ex-1401, Figs. 1-4
Paper 40, 26-27(127 IPR)
Paper 39, 29 (130 IPR)
Paper 39, 17-18 (136 IPR)

Kontos
(127/130/136 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



215

Petitioner relies on shifting and unsupported ‘motivations’
Petition ‘motivation’ Reply ‘motivation’
First, “permit a reduction of the outer diameter of the 
catheter assembly without resulting in a commensurate 
reduction in the area of the point of entry” (Paper 3 at 43-47 
(127 IPR); Paper 1 at  48-52 (130 IPR))

Petitioner does not dispute that Kontos as disclosed would fit in 
a 6 French (e.g., Paper 71, 16-17(127 IPR))

Petitioner admits would need the new “six additional 
modifications” Reply theory to fit into 5 French guide catheter 
(e.g., Paper 71, 13 n.4 (127 IPR))

-- NEW in Reply: “maximizes the usable real estate within the 
catheter assembly” (Paper 71, 11-14 (127 IPR); Paper 69, 12-15 
(130 IPR))

-- NEW in Reply: “increasing the diameter of the extension 
catheter” (Paper 71, 13-14 (127 IPR); Paper 69, 14-15 (130 IPR))

Second, “facilitates ‘smoother’ reception of the 
‘interventional cardiology device as it enters the lumen” 
(Paper 3 at 43-47 (127 IPR); Paper 1 at  48-52 (130 IPR))

Reply addresses briefly

Third, “promotes ‘smoother passage’ of the catheter 
assembly as it navigates the tortuous vasculature” (Paper 3 
at 43-47 (127 IPR); Paper 1 at  48-52 (130 IPR))

Reply addresses briefly

Fourth, “permitted smooth re-entry” of the proximal end into 
the GC “if the proximal end of the extension catheter was 
extended beyond the distal end of the GC” (Paper 3 at 43-
47 (127 IPR); Paper 1 at  48-52 (130 IPR))

Reply addresses briefly

Side opening claims 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Paper 40, 27-28; Paper 86, 17-18 (127 IPR)
Paper 39, 30-31; Paper 84, 18-19 (130 IPR)
Ex-2138, ¶158 (127 IPR)

Modification expected to create problems where none 
existed before:

Side opening claims 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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For claims 3 and 9 of ’032 and ’380 patents, Kontos as modified by 
Petitioner not “coaxial”:

Paper 40, 39-40 and n.7; Paper 86, 19-22 (127 IPR)
Paper 39, 42-43 and n.8; Paper 84, 20-23 (130 IPR) 

Side opening, claims 3 and 9 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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For claims 3 and 9 of ’032 and ’380 patents, Kontos as modified by 
Petitioner not “coaxial”:

Kontos’s full-length, 
OTW embodiment:

Kontos embodiment 
Petition relies on:

Paper 86, 19-22 (127 IPR)
Paper 84, 20-23 (130 IPR) 

Side opening, claims 3 and 9 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00127 and -00130 IPRs (’032 and ’380 patents)

127 IPR: Independent claims 1 and 11
130 IPR: Independent claims 1 and 12

“through which interventional cardiology 
devices are insertable” 

127 IPR: dependent claims 2 and 12
130 IPR: dependent claims 2 and 13

“assists in resisting axial and shear forces . 
. . that would otherwise tend to dislodge the 
guide catheter from the branch artery” 

127 IPR: dependent claim 6
130 IPR: Independent claim 1

“cylindrical reinforced portion” 

127 IPR: dependent claims 3, 4, 9, 13, 18
130 IPR: dependent claims 3, 4, 9, 14, 19

Side opening claims

127 IPR: dependent claims 8 and 17
130 IPR: dependent claims 8 and 18 

“One French” claims

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Ex-1401, 127 IPR
Ex-1401, 130 IPR

“one French” claims 
(127/130 IPRs)

Claims 8 and 17, ’032 patent 
(127 IPR, Ground 2):

8. The device of claim 1, wherein the 
cross-sectional inner diameter of the 
coaxial lumen of the tubular structure is 
not more than one French smaller 
than the cross-sectional inner diameter 
of the guide catheter.

17. The device of claim 11 wherein the 
cross-sectional inner diameter of the 
coaxial lumen of the flexible distal 
portion is not more than one French 
smaller than the cross-sectional inner 
diameter of the guide catheter.

Claims 8 and 18, ’380 patent 
(130 IPR, Ground 2):

8. The system of claim 1, wherein the cross-
sectional inner diameter of the coaxial lumen 
of the tubular structure is not more than one 
French smaller than the cross-sectional inner 
diameter of the guide catheter.

18. The system of claim 12, wherein the 
cross-sectional inner diameter of the coaxial 
lumen of the flexible distal portion is not more 
than one French smaller than the cross-
sectional inner diameter of the guide catheter.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



• Modification proposed by the Petition (removing the proximal funnel) would 
not result in the claimed “one French” limitation:

221

Ex-2138, ¶199-201 (127 IPR)
Paper 40, 44-47 (127 IPR)
Paper 39, 46-48 (130 IPR)

0.020” > “one French”

0.020” > “one French”
• The Board should reject Petitioner’s new “six 

additional modifications” theory (see Reply, Paper 71 at 21-
22 (127 IPR) and Paper 69 at 21-22 (130 IPR))  

“one French” claims 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Teaches mother-in-child technique:

Ex-1410
Ex-1401, 2:17-44 (127 IPR)  

Takahashi (Ex-1410)

’032/’380 patents expressly discuss 
and distinguish Takahashi: 

“The concept of a mother-and-child 
catheter system dates back to at least 
1991, when U.S. Patent No. 5,120,323 
was filed by Shockey et al. (Ex-1454.)”

- Petitioner’s expert Dr. Brecker (Ex-
1405, ¶ 71)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Paper 40, 43-44; Paper 86, 23-24 (127 IPR)
Paper 39, 44-46; Paper 84, 23 (130 IPR)

• Requires removing Kontos’s proximal funnel – no motivation 

• No motivation to “maximize inner diameter” of Kontos

• Kontos intended to “support” and 
“protect” the “fragile” PTCA 
catheter that is “readily 
susceptible to kinking” (e.g., Ex-
1409, 5:20-24, 1:34-35):

• Kontos intended to serve as a 
temporary stent itself (e.g., Ex-1409, 
6:59-7:5):

“one French” claims 
(127/130 IPRs)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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• IPR2020-00136, all Grounds (’776 patent)

Kontos plus Ressemann/Kataishi combinations:  



225
Paper 39, 35-36 (136 IPR)
Ex-2138, ¶ 128 (136 IPR)

“a segment defining a partially cylindrical opening” 
(136 IPR, claim 25)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00136 IPR (’776 patent)

Independent claim 25 (Ground 1)
[Kontos + Ressemann]

“segment defining a partially 
cylindrical opening . . . having an 
angled proximal end”

Independent claim 52 (Ground 1)
Independent claim 53 (Ground 2)
Dependent claim 36 (Ground 1) 

[Kontos + Ressemann]

complex side opening claims

Independent claim 52 (Ground 3) 
Independent claim 53 (Ground 4) 

[Kontos + Ressemann + Kataishi]

complex side opening claims

Independent claim 53 (Ground 2)
[Kontos, Ressemann, Takahashi] 

Independent claim 53 (Ground 4) 
[Kontos, Ressemann, Takahashi, Kataishi] 

Dependent claims 30-32 (Ground 2) 

“One French size” claims

Dependent claim 49 (Ground 1) 
[Kontos + Ressemann]

“resist axial and shear forces . . . that 
would otherwise tend to dislodge the 
distal portion”

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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“a segment defining a partially cylindrical opening” 
(136 IPR, claim 25)

25. guide extension catheter for use with a guide 
catheter, comprising: 

a substantially rigid segment; 

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

a segment defining a partially cylindrical opening 
positioned between a distal end of the substantially rigid 
segment and a proximal end of the tubular structure, 
the segment defining the partially cylindrical 
opening having an angled proximal end, formed from 
a  material more rigid than a material or material 
combination forming the tubular structure, and 
configured to receive one or more interventional 
cardiology devices therethrough when positioned within 
the guide catheter; 

wherein a cross-section of the guide extension catheter 
at the proximal end of the tubular structure defines a 
single lumen.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



228Petition, 28-29; Paper 69, 8, 14-15, 20-21 (136 IPR)

Combination proposed by the Petition: 

New theory in Reply:  

“a segment defining a partially cylindrical opening” 
(136 IPR, independent claims 25, 52, 53)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Kontos’s proximal “funnel portion 26”:

• “funnel portion 26 facilitates 
passage of the PTCA catheter 40 
from the guide catheter 38 into the 
lumen 22 of body 12” (Ex-1409, 
7:49-52)

• “[t]he conical opening of lumen 22 
at funnel portion 26 facilitates 
insertion of a PTCA catheter or 
the like therethrough” (Ex-1409, 
3:66-68)

• “Because of flared funnel portion 
26, the second catheter can 
negotiate the transition from guide 
catheter 38 into body 12.” (Ex-
1409 at 7:20-22).  

Ex-1401, Figs. 1-4
Paper 39, 17-18 (136 IPR)

“a segment defining a partially cylindrical opening” 
(136 IPR, independent claims 25, 52, 53)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



230Paper 39, 20; Paper 85, 13 (136 IPR)
Ex-2138 (136 IPR), ¶¶148-149; Ex-2145, ¶216

Ressemann teaches away from replacing a funnel with 
a bare side opening:

Ex-1408, 7:40-46 and Fig. 11A 

• Funnel = no catching/hang-up issues

• Bare side opening = creates catching/hang-up issues

Ex-1408, 25:23-29 and Fig. 16D

“a segment defining a partially cylindrical opening” 
(136 IPR, independent claims 25, 52, 53)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Petitioner relies on shifting and unsupported ‘motivations’
Petition ‘motivation’ Reply ‘motivation’
First, “permit a reduction of the outer diameter of the 
catheter assembly without resulting in a commensurate 
reduction in the area of the point of entry” (Paper 3 at 
29-31 (136 IPR))

Petitioner does not dispute that Kontos as disclosed 
would fit in a 6 French (Paper 69, 11 (136 IPR))
Petitioner admits would need the new “six additional 
modifications Reply theory to fit into 5 French guide 
catheter (Paper 69, 7 n.2 (136 IPR)

-- NEW in Reply: “maximizes the usable area in the 
catheter assembly” (Paper 69, 5-8 (136 IPR))

-- NEW in Reply: “increasing the diameter of the extension 
catheter” (Paper 69, 7-8 (136 IPR))

-- NEW in Reply: “increase the area of entry—by more than 
five-fold—into the side opening” (Paper 69, 9 (136 IPR))

Second, “facilitates ‘smoother’ reception of the 
‘interventional cardiology device as it enters the lumen” 
(Paper 3 at 31 (136 IPR))

Reply addresses briefly

Third, “promotes ‘smoother passage’ of the catheter 
assembly as it navigates the tortuous vasculature” 
(Paper 3 at 32 (136 IPR))

Reply addresses briefly

Fourth, “permitted smooth re-entry” of the proximal end 
into the GC “if the proximal end of the extension 
catheter was extended beyond the distal end of the 
GC” (Paper 3 at 32 (136 IPR))

Reply addresses briefly

“a segment defining a partially cylindrical opening” 
(136 IPR, independent claims 25, 52, 53)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



232
Paper 39 at 18-20; Paper 85 at 14-16 (136 IPR)
Ex-2145, ¶¶233-235; Ex-2138, ¶¶145-149 (136 IPR) 

Modification expected to create problems where none 
existed before:

“a segment defining a partially cylindrical opening” 
(136 IPR, independent claims 25, 52, 53)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00136 IPR (’776 patent)

Independent claim 25 (Ground 1) “a segment defining a partially cylindrical 
opening . . . having an angled proximal 
end”

Independent claim 52 (Ground 1)
Independent claim 53 (Ground 2)
Dependent claim 36 (Ground 1) 

[Kontos + Ressemann combinations]

complex side opening claims

Independent claim 52 (Ground 3) 
Independent claim 53 (Ground 4)

[Kontos + Kataishi combinations]

complex side opening claims

Independent claim 53 (Grounds 2, 4)
Dependent claims 30-32 (Ground 2) 

“One French size” claims

Dependent claim 49 (Ground 1) “resist axial and shear forces . . . that 
would otherwise tend to dislodge the distal 
portion”

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims 
(136 IPR, ’776 patent)

52. A guide extension 
catheter . . . the segment 
defining the partially 
cylindrical opening having 
an angled proximal end, . . . 
wherein the segment 
defining the angled proximal 
end of the partially 
cylindrical opening 
includes at least two 
inclined regions

53. A guide extension catheter 
. . . the lumen having a 
uniform cross-sectional inner 
diameter that is not more than 
one French size smaller than 
the cross-sectional inner 
diameter of the lumen of the 
guide catheter; . . . the 
segment defining the partially 
cylindrical opening having an 
angled proximal end . . .  
wherein the segment defining 
the angled proximal end of 
the partially cylindrical 
opening includes at least 
two inclined regions

36. The guide extension 
catheter of claim 25, 
wherein the segment 
defining the angled 
proximal end of the partially 
cylindrical opening 
includes at least one 
inclined region that 
tapers into a non-inclined 
region. 

Ex-1401  (136 IPR)
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims 
(136 IPR, ’776 patent)

Two Arguments Based on Two Secondary References:
1. Kontos + Ressemann
 Claims 52, 36 (Ground 1)
 Claims 53-56 (Ground 2) 

2. Kontos + Kataishi
 Claim 52 (Ground 3)
 Claims 53-56 (Ground 4)

NONE SHOWS A DEVICE WITH A PROXIMAL 
COMPLEX SIDE OPENING

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Ex-1408, Figs. 16A, 16D
Paper 39, 32-33 (136 IPR)
Ex-2138 (136 IPR), ¶¶ 184-86; Ex-2145, ¶ 140-42

Ressemann
teaches only a 
single incline 
proximal opening:

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Ex-1408, Figs. 16D, 16J
Paper 39, 33-34 (136 IPR)
Ex-2138 (136 IPR), ¶¶ 126-128, 184

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Paper 39, 35-36 (136 IPR)
Ex-2138 (136 IPR), ¶¶ 128, 186

Ressemann teaches tab portion 
inside shaft 2120 and 
underneath core wire: 

Ex-1408, 27:51-67

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Paper 39, 38-42; Paper 85, 16-18  (136 IPR)

Petitioner failed to prove motivation/reasonable expectation of success: 
Petition evidence for ‘tab-on-top’ 
combination

Patent Owner evidence showing no motivation/reasonable 
expectation of success for tab-on-top combination

Hillstead assertion that Ressemann teaches 
that collar tab 2141b would be “adjacent” 
pushwire 14 (Ex-1442, ¶89)

Hillstead single conclusory assertion that 
tab would be “encased in polymer as 
commonly known in the art” (Ex-1442, ¶89)

Undisputed Ressemann teaching that tab 2141b should be placed 
under reinforcing core wire 2135 and multilumen tube 2138 and inside 
the bottom of shaft 2120 (Ex-1408, 27:51-67 and Fig. 16D)

Hillstead admission that a tab-on-top combination “may not be the way 
that Ressemann would teach” (Ex-2137, 216:7-13)

Keith testimony correctly understanding/explaining how Ressemann
teaches to incorporate tab (Ex-2138 ¶¶125-128, 192-193)

Keith testimony that a POSITA would not to be able to encase in 
polymer and still preserve tiny “incline #1” (Ex-2138 ¶194)

Jones (Petitioner’s new expert) admission that, as to how the tiny 
incline would be preserved, he “[has] not worked that out or provided 
an opinion on that” (Ex-2239, 116:19-24) 

Keith testimony regarding expected peel-off/pop-off issues with tab 
2141b (Ex-2138 ¶195)

Keith testimony that the tab-on-top would create a problematic 
ledge/catch points (Ex-2138 ¶196)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Paper 39, 40-42 (136 IPR)
Ex-2138 (136 IPR), ¶196

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Paper 69, 13-14 (136 IPR)
Ex-1807, ¶¶ 189-190

New theory in Reply: 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

Paper 39, 40-42 (136 IPR)
Ex-2138 (136 IPR), ¶¶ 196

If “encased,” no evidence that tiny angle at tip of tab would be preserved: 

Petitioner’s new expert Mr. Jones: 

“I have not worked that out or 
provided an opinion on that” (Ex-
2239, 116:19-24)  

Patent Owner’s expert Mr. Keith:

“[A] POSITA would expect that 
incline #1’ to be simply buried or 
‘erased’ by the encapsulating 
polymer” (Ex-2138, ¶194) 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Version 1 (Petition):

Version 2 (NEW in Reply):
Alleged three inclines

Paper 3 (Petition) at 43; Paper 69 (Reply), 15-18 (136 IPR)

Alleged two inclines

Complex side opening claims – Kontos + Ressemann
(136 IPR, ’776 patent)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Complex side opening claims 
(136 IPR, ’776 patent)

Two Arguments Based on Two Secondary References:
1. Kontos + Ressemann
 Claims 52, 36-37 (Ground 1)
 Claims 53-56 (Ground 2) 

2. Kontos + Kataishi
 Claim 52 (Ground 3)
 Claims 53-56 (Ground 4)

NONE SHOWS A DEVICE WITH A PROXIMAL 
COMPLEX SIDE OPENING

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



245Ex-1425, Figs. 1, 10

Complex side opening claims – Kontos + Kataishi
(136 IPR, ’776 patent)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00136 IPR (’776 patent)

Independent claim 25 (Ground 1) “a segment defining a partially cylindrical 
opening . . . having an angled proximal end”

Independent claim 52 (Ground 1)
Independent claim 53 (Ground 2)
Dependent claims 36 (Ground 1) 

complex side opening claims, Kontos + 
Ressemann combination  

Independent claim 52 (Ground 3) 
Independent claim 53 (Ground 4) 

complex side opening claims, Kontos + 
Kataishi combination  

Independent claim 53 (Grounds 2, 4)
Dependent claims 30-32 (Ground 2) 

[Takahashi combinations]

“One French size” claims, 

Dependent claim 49 (Ground 1) “resist axial and shear forces . . . that would 
otherwise tend to dislodge the distal portion”

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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“One French size” claims 
(136 IPR, ’776 patent)

53. A guide extension catheter . . . the 
lumen having a uniform cross-
sectional inner diameter that is not 
more than one French size smaller 
than the cross-sectional inner 
diameter of the lumen of the guide 
catheter; . . . the segment defining the 
partially cylindrical opening having an 
angled proximal end . . .  wherein the 
segment defining the angled proximal 
end of the partially cylindrical opening 
includes at least two inclined regions

30. The guide extension catheter of 
claim 25, wherein the guide catheter 
includes a lumen having a cross-
sectional inner diameter of six 
French, seven French or eight 
French and wherein a cross-sectional 
inner diameter of the lumen of the 
tubular structure is not more than 
one French size smaller than a 
cross-sectional inner diameter of a 
lumen of the guide catheter

Ex-1401  (136 IPR)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



• Modification proposed by the Petition 
(removing the proximal funnel) would 
not result in the claimed “one French 
size” limitation:

• The Board should reject Petitioner’s 
new “six additional modifications” 
theory (see Reply, Paper 71 at 21-22 
(127 IPR) and Paper 69 at 21-22 (130 
IPR))  

248
Ex-2138, ¶¶202-207 (136 IPR)
Paper 39 at 44-47; Paper 85 at 22-23 (136 IPR)

0.020” > “one French size”

“One French size” claims 
(136 IPR, ’776 patent)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Outline of the Arguments: 
-00136 IPR (’776 patent)

Independent claim 25 (Ground 1) “a segment defining a partially cylindrical 
opening . . . having an angled proximal end”

Independent claim 52 (Ground 1)
Independent claim 53 (Ground 2)
Dependent claim 36 (Ground 1) 

complex side opening claims, Kontos + 
Ressemann combination  

Independent claim 52 (Ground 3) 
Independent claim 53 (Ground 4) 

complex side opening claims, Kontos + 
Kataishi combination  

Independent claim 53 (Grounds 2, 4)
Dependent claims 30-32 (Ground 2) 

“One French size” claims, 

Dependent claim 49 (Ground 1) “resist axial and shear forces . . . that 
would otherwise tend to dislodge the 
distal portion”

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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“Resist axial and shear force” – claim 49
(136 IPR, ’776 patent)

49. The guide extension catheter of claim 
25, wherein a distal portion of the tubular 
structure is configured to anchor within an 
ostium of a coronary vessel and resist 
axial and shear forces exerted by the 
received one or more interventional 
cardiology devices that would otherwise 
tend to dislodge the distal portion. 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



 Kontos’s device not designed or intended to “assist[] in resisting axial 
and shear forces . . . that would otherwise tend to dislodge the guide 
catheter from the branch artery,” as required by the claims

251

Paper 39 at 43 (136 IPR)
Ex-1409, Fig. 1 and 4:1-4
Ex-2138, ¶¶100-121, 197-201 (136 IPR)

Petitioner has not proven inherency:

Narrow body

No reinforcement

 “Pliable” material 
(Kontos, Ex-1009, 
4:1-4)

 Petition: conclusory assertion that Kontos contains “same teachings” as ’776 patent 
(Petition at 52)

Not “same teachings”:

“Resist axial and shear force” – claim 49
(136 IPR, ’776 patent)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
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Medtronic, Inc. and Medtronic Vascular, 
Inc. v. Teleflex Innovations S.A.R.L.

Patent Owner’s 
Hearing Demonstratives

(Objective Evidence)

252DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Summary of the Argument
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Patent IPR Objective 
Evidence 
Claims

Objective Evidence Asserted Grounds 
Affected

032 Patent 126 3, 13 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

1, 2

127 3, 9, 13, 18 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

1

380 Patent 128 3, 14 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

1, 2

129 27 Copying 1-4, 9

130 3, 9, 14, 19 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

1

760 Patent 132 32 Copying 2-4

134 48, 51, 53 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

4

776 Patent 135 36, 52, 53 Copying 1, 3-5

136 25, 52, 53 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

1-4

379 Patent 137 44 Copying 2, 4-5

138 33, 44 Long-felt need, Industry Praise, Commercial 
Success, Licensing, Copying

1-5

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



State of the Art Before GuideLiner

254IPR2020-126, POR at 3; IPR 2020-00126, Ex-2138, ¶¶ 58-72; Ex-2155
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

1980

Need for Increased 
Backup Support 

(late 1980s)

Bonzel (Ex-1032) 
“Rapid Exchange” 
Balloon Catheter 

(1987) 1990 2000

Shockey (Ex-1054) 
“Mother and Child” 
Technique (1991) 

GuideLiner Invention 
(2005)



Undisputed that GuideLiner Satisfied a Long-Felt 
Need

255

“GuideLiner provided, for the first time, a 

device with ‘rapid exchange’ functionality that 

could receive and deliver the full array of 

interventional cardiology devices (including 

stents) deep into the vasculature by providing 

markedly improved backup support.”

IPR2020-00126, POR at 58-59 (citing Ex-2138, 
¶218; Ex-2145, ¶¶67-82, 238-56; Ex-2215, ¶¶21-
25; Ex-2151) DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



GuideLiner Created the Guide Extension 
Catheter Market

256PROTECTIVE ORDER MATERIAL



Undisputed that GuideLiner Satisfied a Long-Felt 
Need

257

[ . . . .]

[ . . . .]

IPR2020-00126, POR at 40 (citing Ex-2137 at 51:17-20, 
53:42-54:17 (Hillstead Testimony (Sept. 11, 2020))

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that GuideLiner Received Substantial 
Industry Praise

 “The GuideLiner has become an indispensable part of my 
tool kit for complex PCI.  Simply put, it’s a game changer.” 
(Ex-2066, 3)

 “The GuideLiner allows me to successfully complete 
previously unimaginable interventions.” (Ex-2066, 5)

 “[The GuideLiner] can really save you one day!” (Ex-2066, 4)

 “[GuideLiner] does not add complexity to the intervention and 
provides extraordinary backup support for complex 
interventions”  (Ex-2167, 182)

 “The [GuideLiner] provides an elegant method to overcome 
this challenge [severe vessel angulation and tortuosity], and 
represents one of the most common indications for its use.”  
(Ex-2194, 142)

258
IPR2020-00126, POR at 48-49DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that GuideLiner Received Substantial 
Industry Praise

 “These cases could not have been completed 
successfully if the GuideLiner catheter would not 
have been used, as other techniques (buddy wire, 
anchoring, incremental dilations) failed.” (Ex-2176, 460)

 “In this case, stent delivery was impossible despite 
the use of a highly supportive guiding catheter.  By 
using the GuideLiner, the stent was deployed easily 
and successfully because of the extra back up 
support and deep intubation without any displacement 
of the guide catheter or the wire or any vessel trauma.” 
(Ex-2066, 5)

 “GuideLiner was considered key to the success of the 
intervention . . . .” (Ex-2170, 484)

259
IPR2020-00126, POR at 48-49DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that GuideLiner Received Substantial 
Industry Praise

260
IPR2020-00126, POR at 50 (citing 
Ex-22041 at 1)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed Evidence of Long-Felt Need and 
Industry Praise

261

Evidence of Industry 
Praise and Long-Felt 
Need

Petitioner Patent Owner

Cardiologist Testimony None Ex-2145 (Dr. Graham)
Ex-2151 (Dr. Azzalini)
Ex-2215 (Dr. Thompson)

Industry Publications None Ex-2176; Ex-2194; Ex-2170; Ex-2180; Ex-
2176; Ex-2179; Ex-2194; Ex-2168; Ex-2204

Scientific Literature None Ex-2135; Ex-2166; Ex-2168; Ex-2169; Ex-
2170; Ex-2171; Ex-2172; Ex-2173; Ex-
2174; Ex-2175; Ex-2176; Ex-2177; Ex-
2178; Ex-2180; Ex-2194; Ex-2136; Ex-
2181; Ex-2182; Ex-2183; Ex-2184; Ex-
2185; Ex-2186; Ex-2187; Ex-2188; Ex-
2189; Ex-2190; Ex-2191; Ex-2192; Ex-2193

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that GuideLiner Has Been Highly 
Commercially Successful

262
PROTECTIVE ORDER MATERIALDEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that GuideLiner Has Been Highly 
Commercially Successful

263
PROTECTIVE ORDER MATERIALDEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Nexus is Undisputed

264

 Rapid Exchange Functionality

 Ability to Receive and Deliver the Full Suite of 
Interventional Cardiology Devices Deep into the 
Vasculature

 Markedly Improved Backup Support

IPR2020-00126, POR at 58-59 (citing Ex-2138, ¶ 
218; Ex-2145, ¶¶ 67-82, 238-56; Ex-2215, ¶¶ 21-
25; Ex-2151 ¶¶ 9-17)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Legal Standard-Objective Evidence

265

“[T]he fact that an isolated feature 
may be present in the prior art may 
not render irrelevant objective 
evidence of non-obviousness of that 
feature in the claimed combination.” 

WBIP, LLC v. Kohler Co., 829 F.3d 1317, 1330-31 
(Fed. Cir. 2016) 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Legal Standard-Objective Evidence

266

Objective evidence provides a “built-in 
protection [that] can help to place a 
scientific advance in the proper temporal 
and technical perspective when tested 
years later for obviousness against 
charges of making only a minor 
incremental improvement.” 
Mintz v. Dietz & Watson, Inc., 679 F.3d 1372, 1378 (Fed. 
Cir. 2011)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



GuideLiner Was Copied by All U.S. Competitors

267IPR2020-00126, POR at 49-56

GuideLiner

Guidezilla

Telescope

Boosting Catheter
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that Boston Scientific and QXM 
Copied GuideLiner

268

IPR2020-00126, POR at 51-53 
(citing Ex-2138, ¶¶186, 199)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Undisputed that Boston Scientific and QXM 
Copied GuideLiner

269
IPR2020-00126, POR at 51-53 (citing 
Ex-2138, ¶¶188, 197)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Legal Standard-Copying

270

“[C]opying requires the replication of a 
specific product. This may be 
demonstrated [] through . . . access to, 
and substantial similarity to, the patented 
product (as opposed to the patent)”

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

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Telescope is a Copy of GuideLiner

271
POR at 54 (Telescope (top) and GuideLiner (bottom))DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



272
IPR2020-00126, POR at 54 (citing Ex-2138, ¶ 208)

GuideLiner

Telescope

Telescope is a Copy of GuideLiner

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



273

Telescope is a Copy of GuideLiner

POR at 54 (GuideLiner (top) and Telescope (bottom)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



274

Telescope is a Copy of GuideLiner

PROTECTIVE ORDER MATERIALDEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Decl. (Ex-1830)

275

IPR2020-00127, Pet. Reply at 28-29 
(citing Ex-1830, ¶18)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Jan. 25, 2021)

276PROTECTIVE ORDER MATERIAL



277PROTECTIVE ORDER MATERIAL

Telescope is a Copy of GuideLiner

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Testimony (Jan. 25, 2021)

278PROTECTIVE ORDER MATERIALDEMONSTRATIVE EXHIBIT-NOT EVIDENCE



State of the Art Before GuideLiner

279

IPR2020-126, POR at 3
IPR 2020-00126, Ex-2138, ¶¶ 61-62

The “Mother and Child” 
Approach“Deep Seating”

Insufficient Back-Up Support

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



State of the Art Before GuideLiner

280
IPR2020-126, POR at 3
Ex-2145, ¶¶ 54, 58

The “Buddy Wire” Technique
Upsizing/Changing Guide 

Catheter Configuration

Insufficient Back-Up Support

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Side Opening in Combination with Other 
Features Provides Benefits

“In this case, stent delivery was impossible despite 
the use of a highly supportive guiding catheter.  By 
using the GuideLiner, the stent was deployed 
easily and successfully because of the extra back 
up support and deep intubation without any 
displacement of the guide catheter or the wire or any 
vessel trauma.”

281
IPR2020-00126, POR at 49 (citing Ex-2066, 5)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



282

Side Opening in Combination with Other 
Features Provides Benefits

IPR2020-00126, POR at 61-62 (citing Ex-2155; Ex-2162)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

Medtronic, Inc. and Medtronic Vascular, 
Inc. v. Teleflex Innovations S.A.R.L.

Patent Owner’s 
Hearing Demonstratives

(Motion to Amend)

283



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

WRITTEN DESCRIPTION 

284



Substitute Claim 43 of the ʼ380 Patent

285DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
IPR2020-00128, Paper 38, Appx A, 1-3 



286
IPR2020-00126, Ex-2242 at 46:23-
48:10; Paper 106 at 5 

Zalesky Testimony (Jan. 25, 2021)

[ . . . ]

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Substitute Claim 44 of the ʼ380 Patent

287DEMONSTRATIVE EXHIBIT-NOT EVIDENCE IPR2020-00128, Paper 38, Appx A, 4-5 



Substitute Claim 57 of the ʼ760 Patent

288DEMONSTRATIVE EXHIBIT-NOT EVIDENCE IPR2020-00132, Paper 38, Appx A, 2-3 



Substitute Claim 63 of the ʼ776 Patent

289DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

IPR2020-00135, Paper 95, Appx A, 3-4



Substitute Claims 58-59 of the ʼ776 Patent 
(Depend from Claim 25)

290DEMONSTRATIVE EXHIBIT-NOT EVIDENCE IPR2020-00135, Ex-1001, claim 25 



Substitute Claims 58-59 of the ʼ776 Patent 
(Depend from Claim 25)

291DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

IPR2020-00135, Ex-1001, claim 25 
IPR2020-00126, Ex-1003 at 35, 41 



The ʼ629 Application

292DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

IPR2020-00126, Ex-1003 at 40



Substitute Claims 58-59 of the ʼ776 Patent 
(Depend from Claim 25)

293DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



294
IPR2020-00126, Ex-2242 at 54:7-10; 
Paper 106 at 6

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



295
IPR2020-00126, Ex-2242 at 57:1-10; 
Paper 106 at 6

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



First Keith Decl

296
IPR2020-00126, Ex-2124, ¶36; 
Paper 96 at 4DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



First Keith Decl

297
IPR2020-00126, Ex-2124, ¶37; 
Paper 96 at 4DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Second Keith Decl

298
IPR2020-00126, Ex-2243, ¶40; 
Paper 106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Legal Standard

299DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

“[T]he district court erroneously inferred that the examiner 
considered all of the claims to be limited to a lockout mechanism 
located on the staple cartridge. In doing so, the district court 
confused a claim not supported by the specification, which is not 
allowable, with a broad claim, which is.  Claim 1 was properly 
rejected because it recited an element not supported by 
[patentee’s] disclosure, i.e., a lockout ‘on the stapler.’  It does not 
follow, however, that [patentee’s] disclosure could not support 
claims sufficiently broad to read on a lockout off of the cartridge. . 
. . [If the inventor] did not consider the precise location of the 
lockout to be an element of his invention, he was free to draft 
claim 24 broadly…to exclude the lockout’s exact location as a 
limitation of the claimed invention…. Such a claim would not be 
unsupported by the specification even though it would be literally 
infringed by undisclosed embodiments.” 

Ethicon Endo-Surgery, Inc. v. United States Surgical Corp., 93 F.3d 1572, 1582 
n.7 (Fed. Cir. 1996) (internal citations omitted)



Legal Standard

300DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

“[E]xceptions to the general rule”:

“[I]f the art is unpredictable, then disclosure of more species 
is necessary to adequately show possession of the entire 
genus.”

“Instead of suggesting that the [patent] encompasses 
additional [embodiments], the specification specifically 
distinguishes the prior art as inferior and touts the 
advantages of the [disclosed embodiment]”

Bilstad v. Wakalopulos, 386 F.3d 1116, 1125 (Fed. Cir. 2004) 
(citation omitted)



Legal Standard

301DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

“In addition to predictability, we have held that 
the criticality or importance of an unclaimed 
limitation to the invention can be relevant to the 
written description inquiry.”

In re Global IP Holdings LLC, 927 F.3d 1373, 1377 (Fed. Cir. 2019)



Legal Standard

302DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

“It is a familiar principle of patent law that a claim need 
not be limited to a preferred embodiment. The 
specification also includes references to half-shells 
without the modifier ‘identical’ or ‘identically 
shaped,’ indicating that identical half-shells are not 
critical to the invention.  Although the patent drawings 
show only identical half-shells, that does not compel 
the conclusion that the written description . . .is so 
narrowly tailored as to preclude [Patent Owner] from 
claiming non-identical half-shells. . . . The drawings in 
the patent are merely a ‘practical example’ of the 
invention.”

Lampi Corp. v. Am. Power Prods., Inc., 228 F.3d 1365, 
1377-78 (Fed. Cir. 2000) (internal citations omitted)



303

IPR2020-00126, Ex-2242 at 137:2-
138:14; Paper 106 at 5 (citing Ex-
2243, at ¶31)

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

304

IPR2020-00126, Ex-2243, ¶33; Ex-
1003 at 32; Paper 106 at 5

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

305

IPR2020-00126, Ex-2243, ¶28; Ex-
1003 at 44; Paper 106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



306
IPR2020-00126, Ex-2242, 42:3-7; 
Paper 106 at 5

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Zalesky Declaration

307
IPR2020-00126, Ex-1919, ¶25; Paper 
106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Second Keith Declaration

308DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
IPR2020-00126, Ex-2243, ¶33; Paper 
106 at 5



The ʼ629 Application

309

IPR2020-00126, Ex-2243, ¶33; Ex-
1003 at 14:17-20; Paper 106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



310
IPR2020-00126, Ex-2242 at 80:19-
81:1; Paper 106 at 5-6

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

311

IPR2020-00126, Ex-1003 at 15:4-5, 
16:18-19; Paper 106 at 6

[ . . . ]

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



312DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

IPR2020-00126, Ex-2242 at 59:25-60:17; 
Paper 106 at 5-6 (citing Ex-2243, ¶36)

Zalesky Testimony (Jan. 25, 2021)



313

IPR2020-00126, Ex-2242 at 62:6-18; 
Paper 106 at 4, 6-7

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



314

Zalesky Testimony (Jan. 25, 2021)

IPR2020-00126, Ex-2242 at 62:19-63:16; 
Paper 106 at 4, 6-7

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



315

Jones Testimony (Jan. 20, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
IPR2020-00126, Ex-2241 at 150:3-24; 
Paper 106 at 4, 6-7



316

IPR2020-00126, Ex-2241 at 152:21-
153:7; Paper 106 at 4, 6-7

Jones Testimony (Jan. 20, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



317

IPR2020-00126, Ex-2241 at 153:23-
154:15; Paper 106 at 4, 6-7

Jones Testimony (Jan. 20, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Second Keith Declaration

318
IPR2020-00126, Ex-2243,  ¶37; Paper 
106 at 5-7DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

319

IPR2020-00126, Ex-2243, ¶29; Ex-1003 
at 35, 41; Paper 106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

320

IPR2020-00126, Ex-2243, ¶29; Ex-1003 
at 41; Paper 106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

321

IPR2020-00126, Ex-1003 at 8:17-9:5; 
Paper 106 at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



322

IPR2020-00126, Ex-2242 at 83:1-10; 
Paper 106 at 5-6

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Legal Standard

323DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

“Nor do we agree that the disclosed tip 
configuration was critical.  No prior art was 
distinguished from and no rejection was 
overcome on the basis of the tip shape.  Most 
importantly, one skilled in the art would readily 
understand that in practicing the invention it is 
unimportant whether the tips are tapered, and 
the board erred in determining the contrary.”

In re Peters, 723 F.2d 891, 893 (Fed. Cir. 1983)



324

File History of the ʼ379 Patent

IPR2020-00126, Ex-2124, ¶37; Paper 
106 at 7-8; IPR2020-00137, Ex-1003, 
163, 174-175 (OA dated 07/20/2017)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



325

File History of the ʼ379 Patent

IPR2020-00137, Ex-1003 at 232-33; 
IPR2020-00126, Paper 106 at 7DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



326DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Zalesky Testimony (Jan. 25, 2021)

IPR2020-00126, Ex-2242 at 18:9-
21:15; Paper 106 at 4



327DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Zalesky Testimony (Jan. 25, 2021)

IPR2020-00126, Ex-2242 at 21:13-
22:17; Paper 106 at 4



Substitute Claims 58-59 of the ʼ776 Patent 
(Depend from Claim 25)

328DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Substitute Claims 54-56 of the ʼ760 Patent
(Depend from Claim 25)

329DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



330
IPR2020-00126, Ex-2242 at 58:1-7; 
Paper 106 at 6

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Second Keith Declaration

331

IPR2020-00126, Ex-2243, ¶40; Paper 
106 at 6DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

INDEFINITENESS

332



333

Substitute Claim 23 of the ʼ032 Patent

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



334

IPR2020-00126, Ex-2242 at 135:1-14; 
Paper 106 at 8

Zalesky Testimony (Jan. 25, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



335

Substitute Claim 24 of the ʼ032 Patent

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

336

IPR2020-00126; Ex-1003 at 32 (annotations 
added); Paper 106 at 8-9; Paper 96 at 4

Tip Portion

Reinforced Portion

Rigid Portion

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



337

Substitute Claim 44 of the ʼ380 Patent

IPR2020-00128, Paper 38, Appx A, 3-5 DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

SCOPE OF THE ORIGINAL CLAIMS

338



Substitute Claim 58 of the ʼ760 Patent

339DEMONSTRATIVE EXHIBIT-NOT EVIDENCE IPR2020-00132, Paper 38, Appx A, 4-6 



Substitute Claim 65 of the ʼ776 Patent

340
IPR2020-00135, Paper 95, Appx A at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Substitute Claim 65 of the ʼ776 Patent
(Originally Depends from Claim 53)

341
IPR2020-00135, Ex-1001, claim 53; Paper 95, Appx A at 5DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



The ʼ629 Application

342
IPR2020-00135, Ex-1003 at 7:8-18, 
Paper 105, 7-8DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



343
IPR2020-00135, Ex-2243, ¶48; 
Paper 105 at 7-8

Second Keith Decl

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



344

IPR2020-00135, Ex-2243, ¶50; Paper 
105 at 7-8

Second Keith Decl

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



345

IPR2020-00135, Ex-2137 at 371:25-
372:9; Paper 105 at 8

Hillstead Testimony (Sept. 15, 2020)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



346
IPR2020-00135, Ex-2239 at 156:10-18; 

Paper 105 at 7-8

Jones Testimony (Jan. 18, 2021)

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



347
IPR2020-00134, Paper 109 at 15 

Petitioner’s Sur-reply to ʼ760 MTA

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



348

Comparison between MTA Surreply and Second 
Keith Decl

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE IPR2020-00134, Ex-2243, ¶48; Paper 101 at 7-8

IPR2020-00134, Paper 109 at 15 



349
IPR2020-00135, Paper 113 at 15 

Petitioner’s Sur-reply to ʼ776 MTA

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



350

Comparison between MTA Surreply and Second 
Keith Decl

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE IPR2020-00135, Ex-2243, ¶48; Paper 105 at 7-8

IPR2020-00135, Paper 113 at 15



Carlson, Caspers, Vandenburgh, Lindquist & Schuman, P.A.
Attorney-Client Privileged & Work Product

NOVELTY AND
NONOBVIOUSNESS

351



A Structure Through Which “Interventional Cardiology 
Devices,” “Stents,” or “Stent Catheters” are Insertable

All substitute claims
except claim 57 of the ’760 patent

and claims 58-62 of the ’776 patent

352DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



353

IPR2020-00126, Ex-1007, Fig. 3 (annotation added); Ex-2138, ¶128; Paper 43 at 21 

Itou Fig. 3

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



354
IPR2020-00126, Ex-1009 at 5:16-24; Ex-2243, ¶85; 

Paper 106 at 19-20

A PTCA catheter is a single balloon device:

Kontos

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Kontos also explains that the “distal end of a PTCA catheter is made to 
be extremely soft and flexible” and is therefore “susceptible to kinking and 
bending.” . . .  [C]atheters with a stent would not be “soft and flexible” and 
therefore “susceptible to kinking and bending.” Therefore, a POSITA 
would not understand Kontos to teach the use of a stent catheter. 

A PTCA catheter does not include a stent:



Complex Side Opening 

Substitute claims 23-25 of the ʼ032 patent, 44 of the ʼ380 
patent, 56-58 of the ʼ760 patent, 58-65 of the ʼ776 patent, 

and 46-48 and 50-51 of the ʼ379 patent

355



356
IPR2020-00126, Ex-1007, Fig. 3 & Ex-1008, Fig. 16A 
(annotations added); Ex-2243, ¶58; Paper 106 at 12.

Itou Fig. 3 and Ressemann Fig. 16A

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



357

Ressemann Fig. 16J

 “The windows 2141c allow for 
some flexibility and also allow for 
better adhesion or the 
encapsulation material 2133, which 
covers the support collar 2141....”  
IPR2020-00126, Ex. 1008, 25:4-6.

 “In a preferred embodiment, the 
support collar 2141 has a wall 
thickness of approximately 0.002 
inches, although it may vary 
between 0.001 and 0.004 inches.”  
Id., 25:8-11.

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE
IPR2020-00126, Ex-1008, Fig. 16J; Paper 106 at 10-15 (citing 
Ex-2243, ¶66).



Ressemann Fig. 16D 

358

IPR2020-00126, Ex-1008, Fig. 16D (annotations added); Ex-2138, ¶155; 
Paper 43 at 35-36. 

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



359

IPR2020-00126, Ex-1008 at 25:17-29 (emphasis added); 
Paper 106 at 12, 19, 21

Ressemann’s Stent Teaching

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

 “The encapsulation 2133 formed over the 
exterior of the multi-lumen tube 2138 is 
formed with a reverse bevel 2125 at its 
extent over the proximal opening of the 
evacuation lumen, as shown in FIG. 16D....  
Stent delivery catheters, for example, are 
particularly subject to hanging-up on the 
proximal end of the evacuation head 
2132 without reverse bevel 2125.”



Hillstead Testimony (Sept. 11, 2020)

360

IPR2020-00126, Ex-2137 at 133:3-9; 
Paper 106 at 13

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Aug. 11, 2020)

361

IPR2020-00126, Ex-2116 at 239:7-13; 
Paper 106 at 13

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Testimony (Jan. 18, 2021)

362

IPR2020-00126, Ex-2239 at 105:7-24; 
Paper 106 at 13

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Testimony (Jan. 18, 2021)

363

IPR2020-00126, Ex-2239 at 105:25-106:5; 
Paper 106 at 13

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Second Keith Declaration

364

IPR2020-00126, Ex-2243, ¶62 (citing Ex-2241 at 51:23-53:1, 43:21-52:1 (Dr. Jones)); 
Paper 106 at 13

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Ressemann Device

365

IPR2020-00126, Ex-2228; Paper 106 at 18

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Ressemann Device

366DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Edges of collar tab, extending past the wire

IPR2020-00126, Ex-2228; Paper 106 at 18



Itou + Ressemann Device

367
IPR2020-00126, Ex-1922 at 77:22-78:12; Ex-2243, ¶107; Paper 
106 at 19.DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou + Ressemann Device

368

IPR2020-00126, Ex-1807, ¶132; Paper 83 at 16

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Petitioner’s expert:

“If the collar were placed beneath pushrod 
wire 25, . . . the incline formed at the 
proximal end of the tab portion would be 
buried beneath wire 25.  The inclines 
located at B and C of the collar (as shown 
schematically below) would still be present 
. . .”



Brecker Testimony (Jan. 14, 2021)

369

Ex-2238 at 144:22-145:3; 
Paper 106 at 13-14 (citing 
Ex-2243, ¶65)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Jan. 19, 2021)

370

IPR2020-00126, Ex-2240 at 163:13-22; 
Paper 106 at 14

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou’s Pushwire Needs No Reinforcement

371

IPR2020-00126, Ex-2243, ¶66; Paper 106 
at 14

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

 Itou has “a metal tubular portion attached 
via a rigid weld to a metal pushwire” that 
itself is 0.017 inches thick.  Ex-2243, ¶66; 
Ex-1007, Table 1 (0.45mm diameter).

 Itou’s design is torqueable.  Ex-2243, ¶66.
 Replacing Itou’s “rigid structures . . . with 

Ressemann’s far more flexible collar and 
tab structure would be counter to” Itou’s 
purposes.  Id.



Kontos + Ressemann:  Continued Evolution

372
DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Original:  Kontos Figure 1 (IPR 2020-00126, Ex-1009, Fig. 1):

Version 2:  IPR2020-00136, Petition at 29

Version 3:  MTA Oppositions (IPR2020-00126, Paper 102 at 30)



Second Keith Declaration

373
IPR2020-00126, Ex-2243, ¶91 

(citing Dr. Brecker); Paper 106 at 22DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Testimony (Jan. 20, 2021)

374
IPR2020-00126, Ex-2241, 141:18-21; Ex-1900, ¶ 179 

(Brecker); Paper 106 at 22-23DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Jan. 19, 2021)

375

IPR2020-00126, Ex-2240 at 148:5-18; 
Paper 106 at 19

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Declaration

376Ex-1807, ¶189 (Red Circles for Guide Catheter added)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Jones Declaration

377
Ex-1807, ¶189 (Red circles for guide catheter inner wall added)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Edges of collar tab, extending past the wire



Jones Testimony (Jan. 20, 2021)

378

IPR2020-00126, Ex-2241, 49:2-6; 
Paper 106 at 23

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Jan. 19, 2021)

379

IPR2020-00126, Ex-2240, 85:6-15; 
Paper 106 at 23

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kataishi’s Distal Tip Has a Guidewire Lumen

380

IPR2020-00126, Ex-1025, Figs. 2, 12; Paper 96 at 8; Paper 106 at 15

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kataishi Lacks a Complex Side Opening

381

IPR2020-00126, Ex-1025, Fig. 4; Paper 96 at 8

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Sakurada Fig. A

382

IPR2020-00126, Ex-1055, 300 (Fig. 1A) (annotation 
added); Ex-2243, ¶69; Paper 106 at 15

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kataishi

383

IPR2020-00126, Ex-1025, ¶27; 
Paper 106 at 16-17

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Jan. 19, 2021)

384

IPR2020-00126, Ex-2240 at 103:2-6; 
Paper 106 at 16

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Brecker Testimony (Jan. 19, 2021)

385

IPR2020-00126, Ex-2240 at 105:24-106:7; 
Paper 106 at 17

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kataishi’s Flexibility Teaches Away

386

IPR2020-00126, Ex-2243, ¶131; 
Paper 106 at 25

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Kataishi Lacks a Complex Side Opening

387DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

 Petitioner seemingly concedes that Kataishi has no 
concave track:  “PO’s argument that Kataishi does not 
disclose a concave track because of Kataishi’s guidewire 
lumen is irrelevant—Itou’s primary embodiment does not 
have a guidewire lumen.”  (IPR2020-00126, Paper 114 
at 5.)

 Kataishi uses “concave” to refer to the curve in the 
side profile:  “The concave portion 161 is a means 
for improving flexibility of the catheter distal end . . 
. .” (IPR2020-00126, Ex-1025, ¶27; Paper 106 at 16-
17.)



“Coaxial”:  All substitute claims of ’032, ’380, ’760, 
and ’379 patents and claims 63-65 of the ’776 patent

“.056” Tubular Portion for 6 French Guide 
Catheter:  Claims 23 and 25 of the ’032 patent; all 
substitute claims of the ’380 patent; claim 58 of the 
’760 patent; claims 63-65 of the ’776 patent; and 
claims 46-48 of the ’379 patent

“One French Size”:  Claims 54-57 of the ’760 patent 
and claims 49-51 of the ’379 patent

388

“Coaxial,” Size, and “French Size” Limitations

DEMONSTRATIVE EXHIBIT-NOT EVIDENCE



Itou/Kontos + Ressemann’s collar

389Ex-1807, ¶189 (Red circles for guide catheter inner wall added)DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

Itou:

Kontos:

IPR2020-00126, Ex-2228 (dimensions from Ex-2239, 170:12-173:17); Paper 106 at 18



Petitioner’s Tapered Pushwire

390DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

 Neither Mr. Jones nor Mr. Keith is aware of any prior device where 
the pushwire has been tapered to less than 0.005 inches, 
(IPR2020-00126, Ex-2241, 49:2-6; Ex-2243, ¶105; Paper 106 at 
23)

 “[S]uch a small taper could make this critical portion of the 
pushwire too flimsy to advance the support catheter,” (IPR2020-
00126, Ex-2243, ¶105; Paper 106 at 23-24)

 Ressemann’s collar tab’s has “windows” that “minimize the 
amount of metal in the tab (particularly at the tab’s proximal end),” 
id.

 While Petitioner “proposes this extreme tapering of the pushwire, 
[it] also would increase the diameter and rigidity of Kontos’s tube,” 
id.



Takahashi, Ex-1010

391DEMONSTRATIVE EXHIBIT-NOT EVIDENCE

 The Takahashi authors were aware of rapid exchange 
devices
 Takahashi discloses that “a rapid-exchange balloon catheter 

(Ryujin 2.5 X 20 mm; Terumo) was pushed into the artery model,” 
IPR2020-00126, Ex-1010 at 5-6; Paper 96 at 8

 One of the Takahashi authors was Takenari Itoh of Terumo 
Corporation, likely the same Takenari Itou of the Itou reference, 
IPR2020-00126, Ex-1007; Paper 96 at 8

 Yet none of the Takahashi authors came up with Teleflex’s 
invention

 Creating a rapid exchange device with a suitable side 
opening and connection was an inventive step not met by 
Petitioner’s modifications to Itou or Kontos


