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New Issues: Method-of-Use Claims

1.A method of providing backup support for an interven-
tional cardiology device for use in the coronary vasculature,

25. A method, comprising:
advancing a distal end ofa guide catheter having a lumen

through a main blood vessel to an ostium ofa coronary
artery;

advancing a distal end of a guide extension catheter
through, and beyond the distal end of, the guide cath-

 
413 patent, claim 1; ‘116 patent, claim 25.
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Teleflex cannot proveprior invention before Itou. 

¢ No evidence corroborating assembly of RX prototypes.

¢ No dispute that VSI did not perform the claimed methods.

¢ No evidence of required intended purposetesting.

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

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

Dynamic Drinkware, LLC v. Nat’l Graphics, Inc.,
800 F.3d 1375, 1379-80 (Fed. Cir. 2015).
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-01341 Reply at 8; -01343 Reply at 3. 



Reduction to Practice
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Reduction to Practice

To prove reduction to practice, Teleflex must show:

(1) “performance of a processthat metall the limitations of the [claimed method];

(2) determinationthat the invention would work forits intended purpose; and

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

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

“Even the most credible inventor testimonyis a fortion required to be corroborated by
independent evidence... .”

Id. at 1171-72.
-01341 Reply at 8; -01343 Reply at 3-4.
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Reduction to Practice: Performing + Demonstrating 

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

invention.

2. Demonstrate that the invention

would workforits intended

purpose.
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Reduction to Practice: Performing + Demonstrating 

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

invention.

2. Demonstrate that the invention

would workforits intended

purpose.
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 VSI intended to develop an OTW GuideLiner(priorart).

OTW GEC:

¢ Full-length lumen

e Mother-and-child

¢ Prior art

Ex-2129.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

GuideLiner OTW Prototype

 



VSI intended to develop an OTW GuideLiner(priorart). 

July 2005
GuideLiner OTW

“New Product{] on the Horizon”

LERCLCCOMIomerliiiacas | Aeneas Drehaieite

ae WVaSCU a» BYsoLcuTIONS

NewProducts on the Horizon

(Ask questions at break-out)
* Coaxial guide“liner” that allows safe deep seating « Y-adaptoris attached to proximal hub of Guidel_iner
* Extra back-up support for difficult cases (CTO’s) * Obturator pulled out and GuideLiner is deep seated

 
Ex-2129.
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 VSI intended to develop an OTW GuideLiner(priorart).

August/ September / November 2005
GuideLiner OTW Testing

NOTEBOOK No edPROJECT Ovio€ toate tinued From Paae

Tes TING Ltv7s Kebced Za. Derexwe Ji “7 Convrtatie vser
LNCHOPStrl foece AF61 ‘2? Fa M6uictivic€ Cle Orrexe
Device ole cP ase C*ze@ 2 Uigtier THE JtP00 veeeazr- Hid
Surferr bhoworv bre Woe Suictlimee Orvice
 

Ex-1760, 86-93; -01341 Reply at 10, 18; -01343 Reply at 5, 13.
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VSI intended to develop an OTW GuideLiner(priorart). 
August / September / November 2005

GuideLiner OTW Testing

A Ge spenusee Core AAAS Len Ve bRowaee Alitt2
fowce Ta Kit 2.018 DitGerobtthe, Once £05 (Tien2r€d
JN Te THe Vlevte, THE BCC C1, 2.0/4) CUIDEWIIE
Lees.fest(lovTHe LASTimOfRDO TAFGpEeCnTr2 GC Backup
Vere Fae CRE avid A/e7IE Posi280 FLRTHER Support Test
FIrIO Fre GCE “aPIPETTE. ELTIASE L)ist206eo AkOnT
Tee S9C0EL “Oster. Ait THIS (pir TehMerteames
Level OfGeuecwuee Cas flenmvidg front THe
Lwek Conmectoe | Te Hie Cvrwweik’e Rex uIRL £29.

ALERT #4 Curoelin ee. LAS fat TRODCEY_ TRO THE
SGViNeECATHETER fia ExterneBerend) THe, Gerre-
CarevereR_ er. Mettes THE ZCOCM * 0.018 "FoiwtiKee” GEC Backup
wets Motiaster Cn tit. Alo bartTHeR Lf Yth? COMTLLaS Support Test
fess (ate £ivO TACOUDECATHETER. eweLin BK Becunr
Listeo6id, Kaan WA6 -teet “Ostia”.

 
Ex-1760, 86-93; -01341 Reply at 10, 18; -01343 Reply at 5, 13.
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VSI intended to develop an OTW GuideLiner(priorart). 
August/ September / November 2005

GuideLiner OTW Testing

GFR, Avocet Garage aeKovelsaaoedewee, Cathe4 |
Uren, fo @eats216| +cre g e
‘| DS. = ery | BeACayLA 

Ex-1761, 107; -01341 Reply at 10, 18; -01343 Reply at 5, 13.
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VSI developed and tested GuideLiner OTW.

¢ OTW meetings.

¢ OTW photographs.

¢ OTW presentations.

¢ OTW laboratory
notebook entries.

¢ OTW testing.

 
Ex-2129; Ex-1760; Ex-1761.
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 VSI did not perform critical RX work.

LABORATORY NOTEBOOK

¢ No prototypes.

¢ No photographs.

¢ Noassembly documents.

¢ No laboratory notebookentries.

¢ Notesting protocols.

¢ Notesting notes / data/results.

Ex-1796 (Sutton); Ex-1758 (Welch); Ex-1760 (Kauphusman); Ex-1761 (Mytty); -01341 Reply at 10; -01343 Reply at 5.
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LABORATORY NOTEBOOK

Notebook No aa <

Assigned ta Kati a RA WYdate: VO> ze O3 “

LABORATORY NOTEBOOK



No documentshowsthat VSI assembled an RX prototype.

 
Ex-2089; Ex-2113; Ex-2092; Ex-2114; -01341 Reply at 10; -01343 Reply at 5.
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Exhibit 2022 does not show that VSI assembled an RX prototype.

 
Ex-2022; -01341 Reply at 10 n.4; -01343 Reply at 5 n.2.
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Root:

Q. Okay. Now go back to myoriginal question.

In your declaration assessing reduction to practice,

including your charts in Exhibit A, You d6 hot Contend

that VSI built prototypes according to Exhibit 2022,

prior to September 23rd, 2005; right?

A. Not with that specific dimensions of the

side opening, I'm not doing -- I'm not claiming that.

I'm claiming it's built along the lines of 2114 for

the July, and 2113 for the April.

Exhibit 2022 does not showthat VSI assembled an RX prototype. 

same answer. (YOU dO not contend in your

reduction-to-practice analysis, that this Exhibit 2022

was tested and shownto workforits intended purpose

prior to September 23, 2005; right?

A. Not that specific dimension of the side

opening, no. 
Ex-1798, 55:16-56:14; -01341 Reply at 10 n.4; -01343 Reply at 5 n.2.
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Reduction to Practice: Performing + Demonstrating 

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

invention.

2. Demonstrate that the invention

would workforits intended

purpose.
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The patents claim methods ofusing GECs.
1. A method ofproviding backup support for an interven- further inserting a substantiallyrigid portion that is proxi-

tional cardiology device for use in the coronary vasculature, mal of, operably connected to, and morerigid along a
the interventional cardiology device being adapted to be longitudinal axis than the flexible tip portion, into the
passedthrough astandardguide catheter, (he standard puide continuous lumen of the standard guide catheter, the
catheter having a continuous lumen extending for a pre- substantially rigid portion defininga rail structure with-
defined length from a proximal end at a hemostatic valve to a out a lumen and having a maximal cross-sectional
distal end adapted to be placed in a branchartery, the con- dimension ata proximal portion that is sunaller than the
Unuous lumen of the guide catheter having a circular cross- cross-sectional outer diameter of the flexible tip portion
sectional inner diameter sized suchthat interventional cardi- and having a length that, when combined with the length
ologydevices are insertable into and through the lumen, the of the flexible distal tip portion, definesa total length of

 

method comprising: the device along the longitudinal axis that is longer than
the length of the continuouslumenofthe guide catheter:

advancing a distal portion ofthe flexible tip portion distally
état: beyond the distal end ofthe standard guide catheter and

positioning the distal end of the standard guide catheter in intothe second arterysuch thal the distal poruonextends,
a branch arterythat branches off from thefirst artery; into the second alteryjand suchthatat least a portion of

inserting a flexible tip portion of a coaxial guide catheter the: proximalportion ofthe substantiallyrigid partion
defining a tubularstructure having a circular cross-sce- extends proximally through the hemostatic valve; and
tion anda length that is shorter than the predefined inserting the interventional cardiology device into and
length ofthe continuous lumen ofthe standard guide throughthe cQnunuoUs lumen ol the standard guide
catheter, into the continuous lumen ofthe standard guide catheter alongside OF the substantially rigid porgon and
cathetor: and. advancing the intervenuional cardiologydevice through

'413 patent, claim 1--01341 Reply at 12-13. and beyond a lumenofthe flexible tip portionimife Gon
tact with or past a lesion in the second artery.

inserting the standard guide catheter into alfitst artery over
a guidewire. the standard guide catheter having adistal 
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The patents claim methods ofusing GECs.

25. A method, comprising:
advancing a distal end ofa guide catheter having a lumen||maintaining the distal endportion ofthe tubular structure
throughamainbloodvesseltoanostiumofacoronaryofthe guide extension catheter in position bevond the

artery; distal end of the guide catheter; and
advancing a distal end of a guide extension catheter\\while maintaining the distal end of the guide extension

through, and beyond the distal end of, the guide cath- catheter positioned beyond the distal end of the guide
eter, including advancing a distal end portion ofa catheter, advancing a balloon catheter or stent at least
tubular structure of the guide extension catheter partially through the guide catheter and the guide
beyond the distal end ofthe guide catheter while a extension catheter andiSGRECSFananarterpinclud-
segment defining a side opening ofthe guide extension ing advancing the balloon catheter or stent through a
catheter remains within the guide catheter, the side hemostatic valve associated with a proximal endofthe
opening extendingfor a distance along a longitudinal guide catheter, along a substantially rigid segment of
axis ofthe guide extension catheter and accessiblefrom the guide extensioncatheter, through the side opening,
a longitudinalside defined transverse to the longitudi- and through the tubular structure,
nal axis, the tubular structure having a cross-sectional
inner diameter that is not more than one French size

smaller than a cross-sectional inner diameter ofthe
lumenofthe guide catheter;

 
116 patent, claim 25; -01343 Reply at 7-8.
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Teleflex must showthat VSI performed the methods,as claimed. 

Possibility or capability is not enough:

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

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

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

Simulating the claimed method is not enough:

“{Cjomputer simulations could not meetall the limitations of the asserted claims,[thus]
they are insufficient to show actual reduction to practice.”

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

-01341 Reply at 13; -01343 Reply at 7-8.
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 Teleflex cannot showthat VSI performed the methods,as claimed.

 
Ex-2129.
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Teleflex cannot showthat VSI performed the methods. 
Root:

Q. Okay. And so you can't pinpoint for me when

any particular confirmatory test occurred; is that

right?

A. Ican give you a pretty good range of when

it occurred, butIcan'tgiveyouanexactdate.
Q. Okay. And you also don't say who would have

performed a confirmatory test; is that right?

A. Idon't think I have namesin this -- in

this paragraph. I don't.

@.Okay.Andsittingheretoday,youcan'tsay
forsurewhoperformedsomeconfirmatorytest.

A. Well I -- I know that I did someof that

testing, along with Gregg Sutton and Jason Garrity and

Jeff Welch, and there were other people, butIcan't

Ex-1798, 22:1-23:25; -01341 Reply at 13-14; -01343 Reply at 8-9.
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Q. Okay. And can you do that by reference to a

specific date and/or prototype?

A. WellI can't do it to a date. I can give

you a range of whenit occurred, but I can't give you

a specific day that it happened.‘Andtheprototype--

‘used.We also had a more three-dimensional model that
we usedin order to simulate the coronary anatomy.

Q. Okay. So --

All right. The picture you've got there,

you've mentioned this several times, but we all know

that's not the rapid exchange version of GuideLiner;

right?

A. I-I--

‘Yeah,Ithinkthisistheover-the-wire
versioninthispicture.

26



Teleflex cannot show that VSI performed the methods. 

Erb worked on separate, early prototypes that did not embodythe inventions:

8. _Asamachinist for the group, (SW@HSGISHRNeIeaeguGUleLie®

the!proximalendOftheearlyprotoiypesofthataeVvice)| personally madeaspecial

jig to hold the hypotubes and then usedavertical milling machine to cut the tubes

along their length.

 
Ex-2122 ¥[ 8; -01341 Reply at 9; -01343 Reply at 4.
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Teleflex cannot showthat VSI performed the methods. 
Erb could barely rememberrelevant components when coached:

Attempt #1 Attempt #2
Do you see the drawing that I'm looking at, Q. So if you look at the drawing, it's dated

fr. Erb? dune 21st, 2005?

Yes. . Correct.

What is the date on that drawing? And you Is this a Vascular Solutions drawing?
zoom in with the tool. Yes

ee And if you look at the drawing, you can see
You can zoom in. There's a little magnifying

that there's a -- I guess, does the drawing look
glass with a plus sign.

to you to be a cut-down hypotube?
A. Yes. Okay. It looks like 6/21/05.

A. Yes, it does.

2.Anddoyourecallseeingaprototypelike

2.[donotremember,

 
Ex-2248, 93:14-95:12; -01341 Reply at 11; -01343 Reply at 6.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 28



Teleflex cannot show that VSI performed the methods. 

Erb reviewedthe relevant componentparts drawingsonly for this proceeding:

Q. When did you first review the engineering Q Had you seen these engineering drawings
drawings that you discuss in paragraphs 14 to 18?

A‘ItwouldhavebeenwhenIdidmydeclarationbefore you created your declaration for these
(@HereySo) As far as I remember,okay, so that was... proceedings?

A. Yeah, I don't -- I don't rememberif I did

or not.
 
Ex-1799, 22:5-8, 23:21-24:1.
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 Teleflex cannot show that VSI performed the methods.

Erb “wasnotpersonally involved”in critical testing and only helped assemble
unidentified “subsequent prototypes” subject to unidentified testing:

|2. These prototypes were thentested, including for durability with basic

pull-tests and for functionality in two-dimensional benchtop heart models to ensure

that the device could get where it needed to goin the vasculature and to understand

the forces involved in maneuvering the GuideLiner through the heart model.

Althoughit goes without saying, as part of the testing, we also pulledthe

GuideLiner prototype back out ofthe heart models. 1 personally was involvedin

someofthese tests on the GuideLinerprototypes.‘Talsowasawareof,thoughwas

(GeliveryofStentsendballoonsinabenehiopheartmodel)Whenever a prototype

19. T primarily was involvedin making prototypes before westarted

outsourcing thelaser cutting to LSA and SPECTRAI|ytics. However, I did help

assemble some ofthe subsequent prototypes. Additional testing. including testing

of the kinds mentioned above, was performed on these subsequent prototypes. |

recall watching HowardRoot andothers working in R&D test these subsequent

prototypes, as well. 
Ex-2122 ff 12, 19; -01341 Reply at 14-15 n.7; -01343 Reply at 9-10 n.6.
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Reduction to Practice: Performing + Demonstrating 

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

invention.

2. Demonstrate that the invention

would workforits intended

purpose.
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Intended Purpose

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

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

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

Demonstrating that the invention would workforthat
intended purpose: comparative benchtoptesting
using simulated challenging anatomy.

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

1. Set up model simulating
challenging anatomy,e.g., a
lesion.

Ex-1764, 64:2-17; -01341 Reply at 18; -01343 Reply at 13.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Keith:

Q. Sure. So those -- and we've talked about those

before. tight lesions, tortuous anatomy,et cetera.

Is it possible to test for those things in

a benchtop modelorto create those kinds ofchallenging

coronary anatomy?

A. Yeah.(iiGHicanSimilarstantly

Q. What do youhaveto do -- I don't know how

benchtop models work. I assumethat they're pretty
standard.

But howdo youset up a benchtop model

such that it's presenting challenging coronary anatomy?

A. Well, for example.Iwouldsetitupsothat 



Demonstrating Intended Purpose 

2. Run prototype through and
advanceICDto test

accessing and crossing.

Ex-1764, 66:14-25, 67:4-10; -01341 Reply at 18; -01343 Reply at 13.
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Keith:

Q. Sure. And you could also make observations

about whether a GuideLinerprototype, for instance, had

any kinking problems?
A. Ifit kinked. that could be an observable

thing, yes.
 

(@. And after you had used a prototype setup like

wediscussed in tortuous anatomy with a tight lesion, you

could see whether there was any issue with the connection

between the distal and proximal portions on the way in or

on the way out, right?

A. Yeah, those are things that could be observed

as part ofthat testing if one wanted to.
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Comparative testing measuresrelative backup support. 

3. Comparethe prototype’s
backup support to a standard
GC.

Ex-1797, 82:11-25; -01341 Reply at 18; -01343 Reply at 13.
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Keith:

Q. Okay. And so what you've said todayis that

even if you don't havetortuosity and even if you

don't have a tight passagewayor tough or chronic

total occlusion, you could still perform comparative

testing that would tell you something about how the

device operates; right? I have that right?

A. Yes.

Q. And in that comparative testing I guess you

would put two different devices through this same

anatomy and -- and somehow see how they performed?

A.Youcoulddothat,oryoucouldput--you 
36



VSI performed the requisite comparative testing—for OTW. 
August/ September / November 2005

GuideLiner OTW Testing

Notebook No
red Fi

S3
PROJECT Guroe lek ma esye

TESTING: cc44s FeeKaen20 7s Cereee JE “7 Conrraevser
LNCHOPStt Feace PL%L1ED Fo PYCulcbivie€ Cle Orvecxe
Device Covwto| hs«\ (&e0\ Wa Latrr Whe rete vteetenzr-hs
Surrerr- thowoev br We Swetliwee Orvic€
 

Ex-1760, 86-93; -01341 Reply at 10, 18; -01343 Reply at 5, 13.
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VSI performed the requisite comparative testing—for OTW. 
August/ September / November 2005

GuideLiner OTW Testing
1 UNITED STATES PATENT AND TRADEMARK OFFICE

  

 
a ee weeootie Q. Okay. So this test would actually

eee, cece cones can,,,| POtENtially show the improvement or measure the

: ; oe ao improvement in back-up support?
: aaa A. I'd say it measured the improvement.

JULY 15, 2021

Ex-1798, 57:25-61:9; -01341 Reply at 18; -01343 Reply at 13.
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Teleflex cannot showthat VSI performedrequiredtesting. 
Sakurada

VSI Benchtop Model (with OTW) Demonstrating Improved
July 2005 CrossingAbility 

 aeeiaeleae”) aresmee)
hidedkeT. Renoy 

Ex-2129; Ex-1010; Ex-1055; -01341 Reply at 18-20; -01343 Reply at 13-15.
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Teleflex cannot show that VSI performed required testing. 
Erb “wasnot personally involved”in critical testing and only helped assemble

unidentified “subsequent prototypes” subject to unidentified testing:

|2. These prototypes were thentested, including for durability with basic

pull-tests and for functionality in two-dimensional benchtop heart models to ensure

that the device could get where it needed to goin the vasculature and to understand

the forces involved in maneuvering the GuideLiner through the heart model.

Althoughit goes without saying, as part of the testing, we also pulledthe

GuideLiner prototype back out ofthe heart models. 1 personally was involvedin

someofthese tests on the GuideLinerprototypes.‘Talsowasawareof,thoughwas

19. T primarily was involvedin making prototypes before westarted

outsourcing thelaser cutting to LSA and SPECTRAI|ytics. However, I did help

assemble some ofthe subsequent prototypes. Additional testing. including testing

of the kinds mentioned above, was performed on these subsequent prototypes. |

recall watching HowardRoot andothers working in R&D test these subsequent

prototypes, as well. 
(GEEROPERaaNTAAENCHTGPMEAAAGAEWhenever a prototype

Ex-2122 ff 12, 19; -01341 Reply at 14-15 n.7; -01343 Reply at 9-10 n.6.
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 Teleflex cannot show that VSI performed required testing.
Schmalz

VSI VP of Regulatory

Q. Understood. Now, you did not conceive of the

GuideLiner rapid exchange invention: is that
correct?

A. That is correct.

Q. 
Ex-1766, 34:11-35:1; -01341 Reply at 14-16; -01343 Reply at 9-10.
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The Board needsto be able to assesstesting evidence.

The Board judges“[t]he adequacyofa reduction to practice . .. by what oneof
ordinary skill in the art would concludefrom the results of the tests.”

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

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

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

-01341 Reply at 20; -01343 Reply at 15.
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Diligence
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 Teleflex cannot provethat VSI wasdiligent.

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

All Techs. ULCv. lancu, 920 F.3d 1362, 1369 (Fed. Cir. 2019).

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

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

-01341 Reply at 21; -01343 Reply at 16.
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Teleflex cannot provethat VSI wasdiligent. 
ComponentParts Drawings

 
Sept. 23, 2005 May 3, 2006

Ex-2115; -01341 Reply at 22-23; -01343 Reply at 17-18.
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Teleflex cannot provethat VSI wasdiligent. 
Parts Purchases

Sept. 23, 2005 May 3, 2006

Ex-2104; Ex-2106; Ex-2107; Ex-2108; -01341 Reply at 22-23; -01343 Reply at 17-18.
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Teleflex cannot provethat VSI wasdiligent. 
Prosecution Work

One email

~22 hours ~27 hours ~9 hours

attorney work attorney work attorney work

 
Sept. 23, 2005 May 3, 2006

Ex-2101; Ex-2102; Ex-2103; Ex-2117; -01341 Reply at 22-23; -01343 Reply at 17-18.
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Teleflex cannot prove that VSI wasdiligent. 

Root:

Q. Okay. And do you know specifically any of Q. In order to meet that deadline that we know

that activity you're talking about occurred between was not met, and not even close to being met; right?

Septemberof 2005 and May of 2006? A. Well again,theworkwasn'tdone,so
A._Tknowthatthatworkoccurredduringthat||thereforethedeadline,ofTwouldcallitthegoal,
periodoftime,butIcan'tspecifywhatevent‘wasn'tmet.It took longer to get the work done,

HappenedlatWiatdateonthattiniehame) But it wasa||irefore the goal wasn't achieved.
 
Ex-1798, 74:19-24, 87:3-8; -01341 Reply at 23; -01343 Reply at 18.
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The Counter-Narrative
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VSI did not reduceto practice—actually or constructively—before Itou. 

————— .June 2005

Market Feasibility Memo
Vascular Solutions,Inc.

Memo
From; Howard Root
To: GudeLiner DHF
Date: June 23,2005

RE: Market Feasibility for the Guidel iner catheters

 

Ex-2128; Ex-1755 J 172; -01341 Reply at 24; -01343 Reply at 19.
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the GankeLin an Over-the=Win a Rapid Exchange Ver or both

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

which he discusses both an OTWandan RX version of the GuideLinercatheter.

Ex-2118 {| 37, citing Ex-2017. In my exper ivace,USSessiiigHankelfeasibilityiaun

work.It providesjustification for allocating resources to the prospective new

project, and is usually amongthe veryearliest entries into a DHF

 



VSI did not reduceto practice—actually or constructively—before Itou. 
—=ee

July 2005
RX Design TBD

Vascular Solutions, Inc.

Research & Development Update
July 2005

Dev

 rapid exchangeversion to follow.

=o séBeee~~=5ssi) =3SFa
== = = 4 s 5 R >

 

Ex-2130; -01341 Reply at 24; -01343 Reply at 19.
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 VSI did not reduceto practice—actually or constructively—before Itou.

Se
August 2005(?)

RX Product Requirements Incomplete
PRODUCT REQUIREMENTS:

GaldeLiner Cathaer System

 

 

  
Ex-2024; Ex-1755 {J 196-200; -01341 Reply at 24; -01343 Reply at 19.
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VSI did not reduceto practice—actually or constructively—before Itou. 
SS

September2005
Itou

» United States Patent  Pateai Ne: US 7,736,355 B2Tow etal. ©) Daweof Pate: Jun. 15, 2018

 

  
Ex-1007.
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VSI did not reduceto practice—actually or constructively—beforeItou.

=Sseeeeee

 

December2005

Additional Engineering Required

Vascular Solutions,Inc.

2006Seaee Cpecives 
  

The rapid exchange version |
requires additional engineering and is not included in our 2006 forecasts’
 

 

Ex-2131; -01341 Reply at 25; -01343 Reply at 20.
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VSI did not reduceto practice—actually or constructively—before Itou.

2005 f
December2005

AdditionalSeeRequired

 

eSee Z/ nf.pet~tow GagetneSTBate—Ser=aTaal4,
a-akonicSerBe Facar|)apene=—|pashespodebybeets|eetH A Net le ec
SerronsexidetirrBVTbanrfissyStim YYPSPTaoeee eeeeee82Dt a Daag} HAY|

 
 

 
 

-a- 9288S m

Sutton:

Q. What is design verification testing?
A

Ex-1768, 14; Ex-1757, 77:16-18; -01341 Reply at 25; -01343 Reply at 20.
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VSI did not reduceto practice—actually or constructively—before Itou.

SS——_eSeo
April 2007

RX Design In Progress

R&D Device Idea List 04-30-2007 page 1

 

 

 

 
 

 

 

Status (Comments 

Concept Drawing: TBD
Design Freeze: May 30, 2007

_ Concept Design
| Leader | Drawing Freeze1 J Welch 4/2007, -

 
  

 

Idea Name
 

  
 
  
  
 

- Coors Tec quoting price and lead time formokd
+ Project review scheduled for teday

Vanilase Bright Tip Raul

 307|~ Asseintly of polymer shaft to NiTi
backbone repeatability issues.
- New adhesive with new LED light scarce
being investigated~ Assembly cost for GuideLiner wih

22. How strongis the bond betweenthe metal collar and the guide extension on the
GuideLiner?

   
 

  
 

 Wedid manypull tests on
validation lots of the GuideLiner and the catheter would withstand at least a 3.5 Ib. pull force.
To give you someidea of whatthat feels like, that pull force is about the same as whatit takes to
lift a half-gallon of milk.

Ex-1769; Ex-1770; -01341 Reply at 25-26; -01343 Reply at 20-21.
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VSI did not reduceto practice—actually or constructively—beforeltou

 

Ex-1765; -01341 Reply at 26; -01343 Reply at 21.
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ycan GENERATED DRAWING,UPDATEjDO NOT MANUALLY

BO NOT SCALEeneee
10 VAAcrsovunte” anzi0g oy,Ww vascular

TSI: rSOLUTIONS'
iver

DPEIEEION em f02108 ne
THIRD ANGLE PROJECTION |! GuideLiner 
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VSI did not reduceto practice—actually or constructively—beforeItou. 
SSS8FS

July 2008
RX Design Pushed Out

Research & Development Update — July 2008
Jeff Welch (Devices) and Steve Penegor(Biologics)

Gui_iner
A coaxtal liner for guide catheters to pravide extra back-up support during PTCA procedures. J‘ timelines have pees pushed 0outsadto grate design changes

effective. We are planning on an Aug 20 8 des with a 510k sulaba on in Nov

 

Ex-2132; -01341 Reply at 26; -01343 Reply at 20-21.
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VSI did not reduceto practice—actually or constructively—before Itou.

eSeSSTSSoeee

 

May 2009
RX Product Requirements Complete

PRODUCT REQUIREMENTS:
GuideLiner

tai 3.1.3 The GuideLiner (6Fr, 7Fr, & 8Fr)
must be capable of advancing through a
guide catheter that is placed in simulated

—[ anatomy until 10cm of the GuideLiner
a have extended passthe tip of the guide3.1.1 She GuideLiner (6Fr, 7Fr, & 8Fr) | Design Specification

shafts’ distal 1Sem mast have a coil, and|TPIIS2

be capabe of a {" bend radius without catheter.

 
 
 
 
  
 

  

 

Reviewer Dean Peterson 5/4/09 Documentation Laura Thomas 5/5/09

[USER REQUIREMENTS

The device(s) must pass Uirough ¢ guide
catheter and into the vasculature withou
kinking or seizing.

   
  
 

 

 

 

 

 
janking._ = ee ——3.12 The GuideLines (6Fr, 7Fr, & 8Fr) Design Specificationshafts’ distal 1Sem must haveasilicone

 
 have extended pass the tip of the guidecatheter. 
 

coatiny

avaiomy antil 10cm of the Guideline:

} 
The device(s) must have a labricious inner 3.14 The PTFElined inner diameterof|Print Verification
with the largest possible I.D, whilemaintaining stracteral integeny

 
Ex-1767; -01341 Reply at 24-25; -01343 Reply at 19.
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VSI did not reduce to practice—actually or constructively—before Itou.
Phase! RX Design Prod. Regs. Add’ Engineering

Feasibility TBD _Incomplete Itou Required

2005

2006

Assembly
Issues

2007 =|

Drawing Changes”

— == EE)
Prod. Reqs. tl
Complete ‘————

 
 

 

 

  

 

sii SSI
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Teleflex cannot proveprior invention of its method claims. 

¢ No evidence corroborating assembly of RX prototypes.

¢ No dispute that VSI did not perform the claimed methods.

¢ No evidence of required intended purposetesting.

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

 



413, 116 Patents 
Specifically. the claimsUNITED STATES PATENT AND TRADEMARK OFFICE

——_ are directed to methods of using guide extension catheters like GuideLiner in orderBEFORE THE PATENT TRIAL AND APPEAL BOARD

daeryipoadde mits BATeaeARE aide to provide backup support during deliveryof interventional cardiology devicesPetitioners,

" (ICDs”).TELEFLEX INNOVATIONS S.A RL
Patent Owner.

 
Case IPR2020-01341

55 No. 8.142.
DEE TINS UNITED STATES PATENT AND TRADEMARK OFFICE

PATENT OWNER RESPON
BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC, INC.. AND MEDTRONIC VASCUL.

 Nes Specifically.5

eeeRe the claims are directed to methods of using a guide extension catheterlike

jeeered GuideLiner to deliver a stent or balloon catheter into a coronary artery.

PATENT OWNER RESPONSE

IPR2020-01341, POR, 1; IPR2020-01343, POR,1
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Takahashi 
Basic Science Review

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

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

Takenar! Itoh,* Pho
AS Fr guiding cathotor ic commorly used in the porcutanoous coronary intorvontion
(PCI. However, one of the limitations of the 6 Fr gusiing catheter is tt: weak backup
support compared to a 7 or an & Fr guicing cathoter. In this articls, we prasont a nowsystem for PCI caeo the fve-in-ste system. Between March 2003 and Sapiember 2003,
the: system was tried on cight chronic total coclusion cases. The advantage of theTive-in-sit system is that it increases hackup Suppor of 2 6 Fr quicing catheter CatheterCardiovase Interv 2004;63452-456 © 20 wiey-Lss me
Key words: five-in-six system, bockup support, $ Fr guicing catheter, chronic totccelusion

INTRODUCTION
Cumeoily. a6 Fr guiding catheter is commonly used fa

Percutaneous coronary intervention (PCI), since tis use
can decrease access mplication, enable carly am-
Dolation, and reduce the consumptiod of he coamast dye
[1-4]. Major limitations of 2 6 Fr gaiding catheter arethe
inner lumen is not big enough to accommodate bulky
atherectomy devices, aadfis DackupSUppON Is ROT stroag
compared to 2 7 of an 8 Fr catheter In tis report, wademonstrate a new technique for PCI called the five
in-six system, which increases a backup support of 4.6 Frpulding catheter

 
 

 

MATERIALS AND METHODS
The Five-in-Six System

The five-in-si% sysiem is 2 Method of insering a
guiding catheter (Heartrail, Terumo, Japan) into a
guid atheter lo increase backup support.
the $ Fr inner guiding catheter into thethrough the outer 6 Fr guid: atheter, str
supporl can be generated (Pig. 1A).

This 3 Pr Heartrail straight guiding catheter is 2
in length, whereas the 6 Fr guiding catheter is 1
The 5 Fr Heartrail catheter has a very
Portion. This soft end portion can eas!
tortuous coronary artery with the minim 2
thea it can beinserted more deeply into the artery.inner lumen of the 3 Fr Heartrail catheter is 0.059" ta

  

 
  

 

© 2004 Wiley-Lies, Inc.

diameter; ii can accept normalballoons or steat delivery
systems less than 4.0 mn in diameter.
the outer 6 Fr catheter needs to he more than
diameter to accommodate the 5 Fr Heartrail catheter,
Launcher (Medtronic) Neartrail and Radiguide
(Teruo) guiding catheters cam meet this inner lumendiameter.

 
 

  
  

Jn Vitro Ex periments
We measured the hactup support of this Mvete-six

system 1a yilro using 2a experumental system. The artery
model had three curves simulating tortueus coronary
arteries It was filled with water that was kept at 37°C
Fig. 1B). A guiding catheter was enpaped into the os.

tium of the artery model. Then a rapid-xchar

 

  
 

  

  
Cardiovasc Interv 2004;63:452-456.  

Pabdshect online wn Wily IntoSowace(aww ittoncence aiey com)
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&-French guiding
ile

Protruded 
 

  
 
 

Sea) 5-French
Pel: eerle Tele]re

 
  
 
 

 

 
IPR2020-01343, Pet. at 58, Ex-1010

Catheter



 U.S. Patent No. 5,439,445 (Kontos)

00WAa
United States Patent 9 my PatentNumbers 5,439,445

(54) SUPPORT CATHETER ASSEMBLY

and the gap that PTCA ca negotiate
it_assistance|is made much shorter. It will be

STENT 10 
IPR2020-01342, Pet. at 1, Ex-1409, Fig. 1; 5:49-52
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ltou ANTICIPATES

IPR2020-01341 (Ground 1)

66 



 U.S. Patent No. 7,736,355 (Itou)

US007736355B2

ua» United States Patent (Wu) Patent No: US 7,736,355 B2
frou et ab oe) Date of Patent: dua, 15, 2010  
 
  
  
 
 

 
 
 
 
 

 
CM) INTRAVASCULAR FOREIGN MATTER

SUCTION ARNE MELY

 5) leentirs Fakenard tov, Sheeuke UP) Tees
Vihuoke hice OP

13) Secure Fertnie Kaatnabthe ullShidnnyve-toy, Tokye oP)

 
(21) AgNe 29/2ezuere

Piet) Supe S208  Veter Publicaties Date
6 TAT A Mow 30. ite Barwey PX

Ferekm Appiivuthon Privrty Oats

eter for being inserted to an ostiumofa coronaryartery ofthe
aorta and a @UGGGHGAUIETEP inserted in the lumen of the
guiding catheter and extending farther than the distal end of
the guiding catheter(GRRERGVinGToregiinanerinabIssd

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Pet. at 51-52, Ex-1007, Abstract, Fig.6 §7



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

 

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

1b. positioning the distal end of the standard guide catheter in a branch artery that branchesoff from thefirst artery;

uide Reeeeeeee9 . Hc. inserting a flexible tip portion of a coaxial guide catheter. . . into the continuous lumenof the standard guide catheter, i
extension fand '
inserted i, 1

order of into GC id. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter. . . ; I= 1
steps ite. advancingadistal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and [|

IvCD into the second artery suchthat the distal portion extendsinto the second artery and suchthatat least a portion of the '
inserted proximal portion of the substantially rigid portion extends proximally through the hemostatic valve; and i

=> Afi. inserting the interventional cardiology device into and through the continuous lumenof the standard guide catheter '
ialongside of the substantially rigid portion and 'a
1fii. advancing the interventional cardiology device through and beyond a lumenoftheflexible tip portion into contact with
or past a lesion in the second artery.

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



“interventional cardiology device” 
(00000000

vs United States Patent 1) Patent No.: US 8,142,413 B2Root et al.

ete caso For the pur-
poses of this application, the term “interventional cardiology

~~ | devices” is to be understood to include but not be limited to
| guidewires, balloon catheters, stents and stent catheters.

    
Based on the current record. we determine that the term

“interventional cardiology devices” refers to at least two types of the devices

selected from the group that includes, but 1s not liamited to, guidewires,

balloon catheters. stents, and stent catheters.
 

IPR2020-01341, Ex-1001, 1:23-26:; Institution Decision at 16
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“Interventional cardiology device”

 "413 claim 1 Teleflex Proposal

“_.. advancing theinterventional « “any other device delivered beyond
cardiology device through and beyond the end of the device for use with a
a lumen ofthe flexible tip portion into standard guide catheter to a location in
contact with or past a lesion in the the vasculature requiring treatment, to
secondartery.” provide treatmentto that location”

IPR2020-01341, POR, 14.
IPR2020-01341, Ex-1001, col.

11, Il. 4-6

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Reply at 2-4 70



“interventional cardiology device”’

eRe ey1ialt hee eye 
1. Amethod of providing backup support 43.Amethod, comprising: advancing a distal
for an interventional cardiology device end of a guide catheter . . . to an ostium of a
... the interventional cardiology coronary artery; advancing a distal end of a
device being adapted to be passed guide extension catheter through, and
through a standard guide catheter... beyond .. . the guide catheter while a
andinserting the interventional segmentdefining a side opening of the
cardiology deviceinto and through the guide extension catheter and a proximal end
continuous lumen of the standard guide of a tubular structure of the guide extension
catheter.... catheter remain within the guide catheter. . .

advancing a treatment catheterat least
partially through the guide catheter and the
guide extension catheter and into the
coronary artery ....

IPR2020-01341, Reply at 3
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 71



“Interventional cardiology device”

 10. Lunderstand Teleflex’s argument to be, in part, that the patent

 specification uses the terms “cardiac treatment device’ and “interventional 

   cardiology treatment device” interchangeably with “interventional cardiology

device[s].” PORat14-15.Iiisagseethatthepatentusesthesethreetermsas)

synonyms.The specification does not limit its discussion to treatment devices, or
 
 

 
 

catheters that deliver those devices

 interventional

cardiology devices
used in the coronary

arteries

 
  

  
 

interventional

cardiologytreatment
devices usedin the

coronary arteries

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Reply at 3, citing Ex-1806 (Supplemental Brecker Decl.) 72

 
  



“interventional cardiology device”

Fig. 1
—10

.

 
. Tapered innercatheter 14 is then withdrawn

from the lumen of coaxial guide catheter 12. An interven-
tional cardiology treatment device such as a catheter bearing
a stent or a balloon (not shown) ts then inserted through the
lumen of coaxial guide catheter 12 which remains inside
guide catheter 56,
 

IPR2020-01341, Pet. at 10; POR at 15-16; Ex-1001, Fig. 1, 9:65-10:3
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 “interventional cardiology device”’

¢ Distal end protective catheter (5) is inserted into catheter (2)
u

 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Pet. at 19, 23, Ex-1007, Figs. 1B, 1E,5 (color added) 74



Oar Viea ia 
CUR Merh(a)3

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

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

1b. positioning the distal end of the standard guide catheterin a branchartery that branchesoff from thefirst artery;

1c. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumenof the standard guide catheter, and,

1d. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter. ..;

1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter andinto the
secondartery suchthat the distal portion extends into the second artery and suchthat at least a portion of the proximal portion
of the substantially rigid portion extends proximally through the hemostatic valve; and

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

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

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



“interventional cardiology device’’  

 

 

 
 

Page 1 |
2 wwrrep stares sar|—————_|#15. Q.._- So asyousit here today, youcan't think of anBEFORE THE PATEN' Page 1

3| jomGc,une.aad) a UNITED STATES PATENT AND TRADEMARK OFFICE 16 example where you've used just a guide wire in a
MEDTRONIC VASCULAR, INC., BEFORE THE PATENT TRIAL AND APPEAL BOARD i . . :

‘ _ |?) ee 17 premeditative wayto treat a lesion or occlusion. right?Petitioners, 3 MEDTRONIC, INC., and =
5 MEDTRONIC VASCULAR, INC.,

| ve. 4 Ai oe 18 A. As the sole treatment. no.
(PeeWl ee ‘pig! ie, Renintba 19 Q. And it's used in conjunction, the guide wire,
8 Patent Owner. 6 U.S. Patent No. 8,048,032 a

ee|g|SE NE 20 with a stent or a balloon--
sir. SeeBndiecpusi Sockets ol 4 —— 21 A. True.

IPR2020-00128 (Patent RES 9 49 *2020-00129 (Patont 6 (Patent 8,048,032 B2) aan c * 4
si Weemsane Seas ~ 10 (Patent 8,048,032 B2) _— Q. usually, correct.  

 

 
 

   12|IPR2020-00132 (Patent RES 0-0 {Patent RE45,380 E) 33 é .IPR2020-00134 (Patent RE4 11 20-00129 (Patent RE4S,380 E) ~—~ A. That 1s correct.13] IPR2020-00135 (Patent RES 20-00130 (Patent RE45,380 &)
IPR2020-00136 (Patont REA/12 20-00132 (Patent RE45,760 E)

14] 4rpRz020-00137 (patent RES 20-00134 (Patent RE45,760 E)
TPR2020-00238 (Patent RES|12 0-00125 (Patent RE&S,776 E)

15 0-00136 (Patent RE45,776 E)
16 VIDZOCONFE/14 20-00137 (Patent RE47,379 E)

DEP 0-00139 (Patent RES7,379 E)
17 JOHN J. GRAHAI15
18 16 VIDEOCONFERENCE VIDROTAPED
19|DATE: November 15, 2020 DEPOSITION OF : ‘ . . _*
20| TIME: 9:03 a.n. 17 DR. JORN J. GRAHAM, MB ChB, MRCP (UX) 21 Sol think that a guide wire isa dev ice21 PLACE: Toronto, Omtario, (16
22 (via videoconference) 19 November 18, 2020 9? thy r str 'S| Soe eee S| Ceeaete 22 which allows the delivery. It's an essential part of the24 21 Toronto, Ontario, Canada °

2s REPORTED BY: Dawn Workman/22 ideoconference) 23 delivery23 O.: MW 4338252
Ventext 24

wonw.ventext com 25 REPORTED BY: Dawn Workman Bounds, CSR

Ventext Legal Solutions1PR2020-01341 \ww.veritext,com 883-391-3376
Medtrome Ex-1813

cuassieds SeerES IPR2020-01341, Reply at 4, 27; Ex-1801 (Graham Tr.),

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 89:15-23; Ex-1813 (Graham Tr), 108:21-24 7,



Catheter 5 is an interventional cardiology device

(4) A combinationofthe suction catheter 2 andthe distal
endprotective catheter 5 is inserted into the guiding catheter
1 along the guide wire 6. IS

(5) The distal end ofthe combinationofthe suction catheter

2 and the distal end protective catheter 5 is inserted to the
target location 80.

(6) The distal end protective catheter 5 is pulled out. 
IPR2020-01341, Pet. at 23, Reply at 26-29; Ex-1007, Figs. 1E, 6; 7:13-19
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order ofsteps

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

 
necessarily a os

. comprising:
sequential
insertion? 1a. inserting the standard guide catheterinto a first artery over a guidewire, the standard guide catheter having a distal

end;
 

1b. positioning the distal end of the standard guide catheter in a branch artery that branchesoff from thefirst artery;

uide eeeeee9 . Hc. inserting a flexible tip portion of a coaxial guide catheter. . . into the continuous lumenof the standard guide catheter, i
extension fand '
inserted i, 1
into GC id. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter. . . ; I= ' 1

ite. advancingadistal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and [|
IvCD into the second artery suchthat the distal portion extendsinto the second artery and suchthatat least a portion of the '
inserted proximal portion of the substantially rigid portion extends proximally through the hemostatic valve; and i

=> Afi. inserting the interventional cardiology device into and through the continuous lumenof the standard guide catheter '
ialongside of the substantially rigid portion and 'a
1fii. advancing the interventional cardiology device through and beyond a lumenoftheflexible tip portion into contact with
or past a lesion in the second artery.

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



order ofsteps

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

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

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Pet. at 49-50, Reply at 5 79



order ofsteps

Fig. 9
 
  

 
 

tc ”
e backup support :

[he presence of coaxial guide
catheter 12 within guide catheter 56 also provides stiffer buck
up support than guide catheter 56 alone.

sequential
insertion

 Ve simultaneous
insertion

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Reply at 6; Ex-1001, Fig. 9; 8:4-9 80



order ofsteps

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

 ? SBELED STINE, ERE PO AOe Q. Soit's the same question we had earlier. 

BEFORE THE PATENT TRIAL BND APPERL BOARD If those -- If that preloaded assembly is just lying

on the table here, the distal end protective catheter

is lying alongside the -- the pushrod of Itou's

catheter 2; right?

A. Inthe context of just sitting there on the

table, yes.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Reply at 6, Ex-1007, Fig. 5; Ex-1797 (Keith Tr.), 31:13-19 81



order ofsteps

¢ sequential insertion required?

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

the former)

o Mantech Environmental Corp. v. Hudson Environmental Servs., 152 F.3d
1368 (Fed. Cir. 1998) (determining that wells must be provided before
acid may be introduced through the wells into groundwater)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Reply at 5. 82



order ofsteps

¢ sequential insertion not required

19. AsT havetestified, claim 1 does not mandate insertion of an

interventional cardiology device after msertion of a coaxial guide catheter.

Ex-2245, 82:7-83:3. Premounted or preformed devices may be advanced within a

catheter so long as the whole delivery system is de-aired, which guards agaist the

danger of introducing an air embolism. Jd., 94:19-23; see also Ex-1846, 39:7-14,

44°5-14, 46:8-23, 48:21-49:14, 49:23-50:25; Ex-1797, 23:24-26:3.

 
IPR2020-01341, Reply at 6, Ex-1806 (Brecker Decl.); and see Ex-1846

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE (Graham Tr.), 50: 15-25 (admitting that preassembly is possible) 83



order ofsteps

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

OR comprising:
simultaneous

insertion end:

 
sequential

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

f--—ooSerr

Hc. inserting a flexible tip portion of a coaxial guide catheter. . . into the continuous lumenof the standard guide catheter,
guide land,
extension i
inserted id. further inserting a substantially rigid portion . . . into the continuous lumen of the standard guide catheter. . . ;I

into GC ite. advancinga distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheter and
into the second artery suchthat the distal portion extendsinto the second artery and suchthatat least a portion of the

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

a

Afi. inserting the interventional cardiology device into and through the continuous lumenof the standard guide catheter '
I
1aneeinto ialongside of the substantially rigid portion and

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

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



order ofsteps

¢ tou discloses “inserting the
interventional cardiology device
into and through the continuous
lumen of the standard guide
catheter alongside of the
substantially rigid portion...”

(4) A combination ofthe suction catheter 2 and the distal

endprotective catheter 5 is inserted into the guiding catheter
1 along the guide wire 6.

(5) The distal end of the combinationofthe suction catheter

2 and the distal end protective catheter 5 is inserted to the
target location 80.

(6) The distal end protective catheter 5 is pulled out.

 
IPR2020-01341, Pet. at 49-50; Reply at 27; Ex-1007, Fig. 5; 7:13-19

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Og F Vina ia

"413 patent

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

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

1b. positioning the distal end of the standard guide catheterin a branch artery that branchesoff from thefirst artery;

1c. inserting a flexible tip portion of a coaxial guide catheter . . . into the continuous lumen of the standard guide catheter, and,

1d. further inserting a substantially rigid portion . . . into the continuous lumen ofthe standard guide catheter. ..;

1e. advancing a distal portion of the flexible tip portion distally beyond the distal end of the standard guide catheterand into
the second artery suchthat the distal portion extendsinto the second artery and such that at least a portion of the proximal
portion of the substantially rigid portion extends proximally through the hemostatic valve; and

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

1fii. advancing the interventional cardiology device through and beyonda lumenoftheflexible tip portion into contact with or
past a /esion in the second artery.

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



IPR2020-01341

¢ lItou discloses a “lesion” at target location 80

Q. Soathrombus develops fromalesion; is

that -- do I have that right?

A. So this gets more nuanced. Normally in the

vast majority of heart attacks, yes, there is a lesion

that ruptures, a plaque that ruptures and causes a

thrombus. Ina small proportion of patients, the

thrombusoccurs de novo and is embolized from

somewhereelse in the body.

22 Whereasa large thrombus, as is described in

23=Itou, is -- is sitting right there not being carried

24 downstream,orif it is it's not very far downstream
 

IPR2020-01341 Pet., 50-51; Reply, 27-28;

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE Ex-1007, Fig. 6; 3:1-4; Ex-1846 (Graham Tr.), 100; Ex-1797 (Keith Tr.),41:5-42:2 97



LeaAUA0EUY ry 
¢ Catheter (5) is longer than catheter (2)

TABLE1
The

distal end protective catheter5 is inserted in the lumen ofthe Overall Innera . - - . : length =«Ourer diameter diameter
50 suction catheter 2 and projects from the distal end of the eeen pas eeoneal5

suction catheter 2 such that it acts as a protective safety tip: 3 ean ; =
upon insertion into a blood vessel Seentae rechuted at 7 is

portion}
Sucteon catheter 2 (wires like
portion)
Distal end protective catheter 5
(tubular portion)
Distal end protective catheter 5
(Wireslike portion)

 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341, Pet. at 50-51, Reply at 28; Ex-1007, Fig. 5, Table 1, 4:48-55 88



IPR2020-01341

¢« Catheter (5) is necessarily advanced into contact with the lesion at the target
location

(4) A combination ofthe suction catheter 2 and the distal

end protective catheter 5 is insertedinto the guiding catheter
1 along the guide wire 6.

(5) The distal end ofthe combinationofthe suction catheter

2 and the distal end protective catheter 5 is inserted to the
target location 80.

(6) The distal end protective catheter 5 is pulled out. 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01341 x Reply at 28-29, Ex-1007, Figs. 1E, 6; 7:1 3-19 89



 

ltou RENDERS OBVIOUS

IPR2020-01341 (Grounds2, 3)
IPR2020-01343 (Ground 2)
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IPR2020-01343

“Specifically, the claims are directed to methods of using a guide extension
catheterlike GuideLiner to deliver a stent or balloon into a coronary artery.”
POR,1.

Ressemann

stent delivery system 193

proximal 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Pet. at 28-29, Ex-1008, Figs. 6B, 6E 91



IPR2020-01341, -01343

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

a lesion?



IPR2020-01341, -01343

Patent Owner’s arguments:

e Ressemann’s embolic protection device and Itou’s suction catheter are “very
different.” (POR at 39).

IPR2020-01343
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 93



IPR2020-01341, -01343

¢ tou and Ressemannboth disclose catheters for removing coronary artery
occlusions.

stent delivery system 193

 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Pet., 2-29, 41-47; Reply, 22-23, Ex-1007, Fig. 6; Ex-1008, Fig. 6E %



IPR2020-01341, -01343

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

¢« “Areference must be considered for everything that it teaches, not simply the
described invention or a preferred embodiment.” /n re Applied Materials, Inc..,
692 F.2d 1289 (Fed. Cir. 2012)

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343 95



IPR2020-01341, -01343

Catheter (2) is in precisely the right place to deliver a balloon catheter or stent
across a lesion

(4) A combination ofthe suction catheter 2 andthe distal
endprotective catheter 5 1s insertedinto the guiding catheter
1 along the guidewire 6. 15

(5) The distal end ofthe combinationofthe suction catheter

2 and the distal end protective catheter 5 is inserted to the
target location 80.

(6) The distal end protective catheter 5 is pulled out,  



IPR2020-01341, -01343

Patent Owner’s arguments:

¢ APOSITA would not advancea balloon or stent through a suction catheter.
(POR at 41-42).

IPR2020-01343
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 97
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USES 773
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In another embodiment not shown,the aspiration catheter
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[0084] Once the infusion wire 320 is across the blockage
296, infusion of cooled fluid 297 maybeinitiated to the
ischemic tissue distal of the blockage 296. Thrombusmaybe_

thenremovedbyutilizingtheaspirationsheath340 as a
thrombectomy catheter, as shownin FIG. 28. Cooling may be
continued Via the infusion wire 320 during this step. Once the
thrombusis removed, it may be desirable to removethe infu-
sion Wire 320. Thrombus may “hang up” within the lumen of
the aspiration sheath 340, but if the infusion wire 320 (or any
device in the lumen) is removed while suctioning. any throm-
bus particulate will be removed. This can be important ifthe
thrombectomy (aspiration) catheter is used subsequently for
infusion.

[0085]Next,whiletheaspirationsheath340is positioned
distally of the residual lesion 299, a conventional guide wire

ma aced distally, thus preserving access for subse-

guent stent placement. Infusion of cooled fluid maybe per-
formed during this and following steps.

IPR2020-01343, Reply at 24, Ex-1930 99
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IPR2020-01341, -01343

Patent Owner’s arguments:

¢ ltou’s catheter (2) does not have a “‘suitable structure’ for delivering stents
and balloon catheters.” (PORat 34).

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 101



IPR2020-01341, -01343

Catheter (2) has an inner diameter of 0.059 inches or 1.5 mm.

[ABLE1

Overal! Inner

length Outerdiameter diameter
Nameof device (mm) (mm) (mm)

L8Guiding catheter | L000 2.06
150 1.72Suction catheter 2 (tubular

portion)
Suction catheter 2 (wire-like

portion)
Distal end protective catheter 5
(tubular portion)
Distal end protective catheter 5
(wire-like portion)

1100 U.44

20

1300
 

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Pet. at 43-44, Ex-1005, Jj 208, 213-219 102



IPR2020-01341, -01343

AndItou’s pushwire reducesthe effective

size of Itou’s opening byabout 22%, from 0.059 inches to around 0.046 inches.

Ex-2138, 9146; Ex-2145, 9130. 
IPR2020-01343, POR, 37
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IPR2020-01341, -01343

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

catheter (2) were 0.046 inches, iiaCateeriinfoBeSEABIC

ieaeaERTGTOOUSTERE Ex-1009,4:48-64; Ex-1833, 1.
Patent Owner.

 
ERNE! 31. Baim explains that “[a]ll current slotted tube designs are “bare

Case IPR2020-01342

arnt mounted’ on a delivery balloon, Withdeflatedprofilessmallerthan0/040-inCase IPR2020-01343
US. Patent No. RE 46,116

Cave TPR202-01344 (I1mm).” Ex-1015, 189.US. Patent No. RE 46.116  
SUPPLEMENTAL DECLARATI

MD,FR

And an article by Colombo described several balloon-expandable

stents with crossing profiles well under 0.046 inches, including those with profiles
TPR2020-01343

of0.99mm(0.038inch),0.93mm(0.036inch)and0.84mm(0.033inch)Ex-

1804_ Table 1. Fig. 3.
 

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE=|PR2020-01343, Reply at 25, Ex-1806 (Supplemental Brecker Decl.),J 29, 31,33 104



 IPR2020-01341, -01343

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

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

TELEFLEX LIFE SCIENCESLIMITED. so that the “effective size” of catheter 2's opening went from 0.059 inches (1.5mm)Patent Owner

to 0.046 inches (1.16 mm) as Patent Owner and Mr. Keith allege (it is not), suchan)
DECLARATION OF MICHAEL JONES

SUBMITTEDIN SUPPORT OF PETITIONER'S REPLIES AND
PETITIONER’S OPPOSITION TO PATENT OWNER’S MOTION TO

TPR2020-01341
IPR2020-01342

US. Pat. No. 8,142,413
43. By the early 2000s. standard coronary stents, guidewires. balloon

oceania catheters. and stent catheters were available with an outer diameter sufficient to
US. Pat. No. RE 46.116

pass through Itou’s allegedly constricted opening of0.046 inches. See Ex-1015,

 
IPR2020-01343 Medtronic Ex-1807

Medtronic v. Teleflex
Page 1 of 76

. IPR2020-01343, Reply at 26, Ex-1807 (Jones Decl.)
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IPR2020-01341, -01343

UNITED STATES PATENT AND TRADEMARK OFFICE

54. As mentioned above. Itou discloses that suction catheter 2°s tubular
 

BEFORE THE PATENT TRIAL AND APPEAL BOARD

body 24 comprises a body portion 21 that is lined with. e.g.. PTFE. See Ex-1007.MEDTRONIC. INC.. AND MEDTRONIC VASCULAR. INC.,
Petitioner

senissuuunarhaces z. Fig. 3. below. Itouis silent on the lining ofportion 23 which also comprise tubular
Patent Owner

body 24. POSITA would understand that portion 23 would also include a lining

DECLARATION OF MICHAEL JONES having a sliding or lubricious property.SUBMITTEDIN SUPPORT OF PETITIONER'S REPLIES AND
PETITIONER’S OPPOSITION TO PATENT OWNER’S MOTION TO

TPR2020-01341
TPR2020-01342

US. Pat. No. 8,142,413

IPR2020-01343
IPR2020-01344

US. Pat. No. RE 46,116 
 
 
 

IPR2020-01343 Medtronic Ex-1807
Medtronic v. Teleflex

Page 1 of 76

a|

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE IPR2020-01343, Reply at 26, Ex-1807 (Jones Decl.); Ex-1007, Fig. 3 106

 



IPR2020-01341, -01343

(4) A combinationofthe suction catheter 2 and the distal

endprotective catheter 5 is inserted into the guiding catheter
1 along the guide wire 6. 15

(5) The distal end ofthe combinationofthe suction catheter
2 and the distal end protective catheter 5 is inserted to the
target location 80.

(6) The distal end protective catheter 5 is pulled out. 
IPR2020-01341, Pet. at 23, Reply at 26-29, Ex-1807 (Jones Decl.); Ex-1007, Figs. 1E, 6; 7:13-19
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IPR2020-01341, -01343

Catheter(2)’s “effective size” cannot be 0.046 inches or 1.16 mm

[ABLE1

Overal! Inner

length Outerdiameter diameter
Nameof device (mm) (mm) (mm)

L8Guiding catheter | L000 2.06
150 1.72Suction catheter 2 (tubular

portion)
Suction catheter 2 (wire-like

portion)
Distal end protective catheter 5
(tubular portion)
Distal end protective catheter 5
(wire-like portion)

1100 U.44

20

1300
 

IPR2020-01343, Pet. at 22, 43-44, Reply 26-27; Ex-1007 108DEMONSTRATIVE EXHIBIT—NOT EVIDENCE



 

Double Incline claims

IPR2020-01343, -01344
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Double Incline

(0
ow United States
vu» Reissued Patent Lal

» Patent Number: IS RE46116 b
is) Date Of Reissaed Patent: “Aug 23, 2010

  
 

 
 

45. The method of claim 25, wherein advancing the
balloon catheter or stent at least partially through the side
opening includes advancing the balloon catheter or stent
through a side-opening structureWavingalleastre

e. Ex-1001, (116 patent), claim 45

Page 1 Medtronic Exhibit 1007
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PO’s Inventor and Expert Agree: No Differencein Inclines 
Guideliner V1

MICROBLASTE
BREAK EDGES

 f
Guideliner V2

 
Guideliner V3

we ee te . . oe chee . ee pe Oe * nea se: ee oe . ‘a -@

Ex-2138, Appendix B (citing Ex-2139, -2140, -2141)
See Paper No. 21 (PO’s Response)at 61, IPR2020-01343
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PO’s Inventor and Expert Agree: No Differencein Inclines

Q. Okay. And so the benefits that youtalk

about, stents catching. balloons tearmg, as we
discussed. are those benefits achieved with just a

And I'm trying to figure out, @EERERRENEHe

SEGISHUSIGGUSEEHINGD 1:ke what's shown in

Figure 4 -- what do you understand that that

single angle orsingle incline side opening?

A. I think largely theyare. yes.
Q. Are they achieved with a two-angled side

provides, other than a transition? opening.or twoinclined side openings?

QO. So it could -- the invention could be

A. Certain two inclined side openings, I think.

also provide that.
Q. Okay.Sotheissuesthatyoumention,stent

formed -- could be made with a perpendicular side‘11hang-up.balloontear.etcetera,canyouidentify
opening, like Figure 1. And it would work just‘12anydifferenceintheimprovementyoudiscusshere
as well as an angled side opening, like Figure 4?

A. I believe so. If it's done right.‘14opening?
15 A. I think there are -- there may be some
16 differences and some further advantages.but -- I

Ex-1794 (Inventor Sutton Dep. Tr.), 75:13-23 17 mean.Icertainlyhaven'telaboratedonthatin
18thispartofmyreport.

Ex-1800 (Keith Dep.Tr.), 39:1-18

1

2

3

4

5

6

7

8

9

10 
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PO’s Inventor and Expert Agree: No Differencein Inclines

6Asyousitheretoday.isthereanyreason
7youcanthinkof,asaninterventionalcardiologist,that
8youwouldwanttouseatwoinclineproximalopening
9versusaoneinclineproximalopening.

10 MR. WINKELS: Objection, form. Objection,

11 scope.

12 A. Ihave not considered it. so I -- I -- there

13 maywell be: and if I read up on it, I may come back and

14 say. yes, there is.(BUtatHemomentDhavelno®

Ex-1813 (Graham Dep.Tr.), 98:6-15

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE
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Double Incline Claims

Ressemann Collar

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 114



RessemannCollar

 
IPR2020-01343, Ex-1008
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Incline — PO’s Expert SaysIncline is “Just Sort of By Eye”

Howdo you know whereincline | ends
and incline 3 begins?

3 A. To meit's just sort of by eye, that incline

| has a -- sort of a relatively steeper quality to
5 it. Incline 3 has a shallower quality to it. So

somewhere in between there is where that goes from
one to the next.

Q. Okay. And so if you can identify an incline
relative to the longitudinal axis, even if it's
shallow, that constitutes an incline; is that

fair?

A. I don't knowifit's quite that specific. I
think -- in this example, I think that works.

 
trunteL mer VI

Ex-1800 (Keith Tr), 45:21-46:2; 47:3-8 Ex-1122 (color adedto arrowsforvisibility)
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Incline — Petitioner’s Expert Uses PO’s Testimony

84. Ihave also reviewed the testimony of Mr. Root and Mr. Keith in

Related IPRs. While Teleflex’s position in its Responseis that the first incline on

collar 2141 is “extremely tiny,” that position seems at odds with their testimony, as

discussed below.

85.Mr.Keithdidnotopinethatpatentclaimsrequireaninclinedslopeof

(anyparticularsizeorshape)1PR2020-01343. Ex-2138: Ex-1805. 104:5-107:3.

176:10-177: 16.(AmvinielinemaybeShallow)Ex-1800. 47:3-8.(This'was/alsothe)

WiewOfMrRootEx-1762. 91:24-93:25: Ex-1854. Based on Mr. Root’s testimony.

there are two inclines in the figure shownbelow.

 
Ex-1806 (Brecker SupplementalDecl.), 9] 84-85
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Incline — Petitioner’s Expert Uses PO’s Testimony

87. Mr. Keith has also opined that the curved area in Fig. 4 fromthe

patentis also anincline.

Inclined Regions

Ex-2138, § 94.

89. Giventhe testimonyof Teleflex’s witnesses. it is my opinion that

collar 2141 of Ressemanndiscloses more than twoinclines. I understand that Mr.

Keithhastestified that collar 2141 hasat least one incline leading uptoits fully

circumferential portion. Ex-1805, 173:14-174:3. He also admitted that collar 2141

has a secondincline at the tip of tab 2141b. Ex-1800, 166:8-12, 168:9-19,

 
Ex-1806 (Brecker SupplementalDecl.), J 87, 89
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Incline — Ressemann Has More Than TwoInclines

90. In addition to twoinclines, A and C, the collar has at least a third

incline, at the transition between 2141a and 2141b, whichis a curve shape similar

to the curve that Mr. Keith identifies as an incline in Fig. 4 of the patent. 
Ex-1806 (Brecker Supplemental Decl.) {J 90
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Incline — PO’s Expert Says Ressemann’sTip HasAnIncline

 
 

IPR2020-00129, Ex-2138 § 170
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8 Q. Okay. Thattip in the circle does showan

9 initial incline as you comeinto the collar.
10 right?
11 A. Yeah. I described that as a miniscule

incline. And this is lookingat the collar. you

Ex-1800 (Keith. Dep. Tr.), 166:8-12

in an abstract when we're just
14 trying to put labels on to this device in free
15 space, but in the context ofan incline that would
16 be part of a side opening, you know,I don't --
17 certainly, when it's in the device as disclosed in
18 Ressemann, this does not form anincline that's

19 part of the side opening.

Ex-1800 (Keith. Dep. Tr.), 168:9-19
120



 Motivation to Combine and Expectation of Success

A. Motivation to Combine

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 121



  Ressemann’s Proximal Opening Disclosureis Relevantto Itou

3 Q. That's the identical passage we talked about
Thefirst and preferably larger of the lumens, an evacuation

s lumen 140,is designed to allow for the passage of interven-
tional devices such as, but not limited to, stent delivery sys-
tems and angioplasty catheters. The evacuation lumen 140is
also designed to allowfor fluid flow, such as blood, blood/
solid mixtures. radiographic dye andsaline. within the evacu-

50 ation lumen 140. This flow offluid may occur regardless of
whether an interventional device is within the evacuation

lumen 140. The proximal and distal ends 140a. 1404 of the
evacuation lumen 140 are preferably angled to allow for
smoother passage of the evacuation sheath assembly 100

55 (through a guide catheter, and into a blood vessel, and (6
facilitate smoother passage of other therapeutic devices
through the evacuation lumen 140 ofthe evacuation head 132.
Thelarger area of the angled open endsalsoallowsfor larger
deformable particulate matter to pass through the lumen more
smoothly.

Ex-1008 (Ressemann), 6:45-61
see also Ex-1123 (Keith Patent), 7:54-60
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earlier discussing that {fie proximal and distal
ends are advantageous for smoother passageto the
guide catheter. smoother passage of therapeutic
devices and allowingfor larger deformable

particulate matter to pass through the lumen more
smoothly. correct?
A, It looks to be the same. yeah,

Q. And, again. you would have had a chance to
2 reviewthis. and you agree with this passage as

you sit here today. right?
A. Yes.

5 Q. And this patent where you have your name on
it. nowhere in this patent is there anything about

’ the use of a flare or a reverse bevel. correct?

A. I don't see it in anyof the figures.

 
Ex-1800 (Keith Dep.Tr.), 149:3-18
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Ressemann’s Collar 2141 “Reinforces” And Is the Proximal Opening

 
Ex-1008 (Ressemann)Fig. 16J

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

As embodied herein and shown in FIGS. 16D and 16], the

evacuationhead2132mayincludeastructuretoreinforcethe
(GROMMMANGPERDof the multi-lumen tube 2138.0S0pRGr

50

of the evacuation lumen 2140 in the presence ofdeforming
forces, particularly torsional stresses that may be created
unintentionallyby rotation ofthe catheter shaft near its proxi-

55 mal end. As shownin FIG. 16].

and provides hoop

HUBpEaT'tto the opening of the raulti-Mien habe 2138. The

Ex-1008 (Ressemann), 24:47-58
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Modifying Itou with Ressemann Collar

 
Ex-1007 (Itou), Fig. 3 Ex-1008, Fig. 16J (orientatiion reversed)

IPR2020-00132
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 Motivation to Combine and Expectation of Success

A. Motivation to Combine

1. Larger Area of Entry
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Modifying Itou with Ressemann Collar

288. A POSITA had the motivation to modify the proximal end of the

tubularstructure of Itou’s suction catheter (2). because s/he had the motivationto

use catheter (2) to deliver a balloon catheter or stent for the reasons I discussed for

claim 25.

289. Modifying the proximal opening of Itou’s suction catheter (2) with

Ressemann’s collar 2141 would provide a larger area within whichto receive the

balloon catheterorstent.

 
Ex-1005 (Brecker Decl.), J] 288-89

87. The larger the opening area, the less coaxially aligned the

interventional device (guidewire or balloon catheter) must be to enter the catheter

lumen. By including features such as a concave track and angled opening, easier

insertion of the interventional deviceis facilitated during a procedure.
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Modifying Itou with Ressemann Collar

61. APOSITA would be motivated to modifyItou because the area of

opening provided by the Ressemanncollar creates a longer and more gradual

entrywayinto the lumenof catheter 2. While Itou and Ressemanndo not report the

area of each of their angled side openings. these areas can be estimated based on

the figures and dimensions reported in each patent. I compared whatthe area of the

opening would be based onthe inner diameter of Itou’s catheter 2, whichis 1.5

mm. Ex-1007. Table 1. 7:60. To compare to Ressemann’s support collar, I scaled

Ressemann’s support collar suchthat it has the same inner diameterof Itou. Since

Ressemann’s support collar’s inner diameter is ~0.067 inches (1.7mm) (Ex-1008,

23:4), Iscaled Ressemann’s collar down by 12%to achieve the same 1.5 mminner

diameter.

 
Ex-1807 (Jones Decl.), | 61
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Modifying Itou with RessemannCollar

Inner diameter

opening area
(Itou)
Area=3.36 mm-

zy 0. 059(1.5 mm) Ressemann's support

\r~ 3 collar area (blue)
Inner diameter a. : comparedto
opening area ltou's collar afea (green)
(Ressemann
sized to Itou)
Area=11.4 mm

Schematic illustrating scaled comparison of Itou’s collar area as compared to

Ressemann’s collar area.

 
Ex-1807 (Jones Decl.), J] 62
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 Motivation to Combine and Expectation of Success

A. Motivation to Combine

2. Provide a Flexibility Transition
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Ressemann’s Collar 2141 Reinforces the Proximal Opening

 
Ex-1008 (Ressemann), Fig. 16J

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

; The
cylindrical portion 2141a of the support collar 2141 tapers

60 into a tab portion 21414 that extends proximally and in a

65

direction parallel to a longitudinal axis of the evacuation
lumen 2140.(02SPORiGMZIPlies adjacent the exterior
walls ofthe multi-lumen tube 2138 whichdefine the core wire

lumen 2143 and the inflation lumen 2142 and GRGVGESD
betweenthe proximal end ofthe evacu-

ation head 2131 and the shaft of the evacuation sheath assem-

bly 2100,

Ex-1008 (Ressemann), 24:58-67
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Modifying Itou with Ressemann Collar

74. By the relevant time frame it was well known to a POSITAthat a

critical region where kinking and buckling can occurin coronary catheters wasat

the interface betweenthe stiff proximalportionand the flexible distal portion of

the catheter due to the changeinstiffnessat this interface.” Ex-1829, 2:38-49.
 

Ex-1807 (Jones Decl.), J] 74
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 Motivation to Combine and Expectation of Success

B. Expectation of Success
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Modifying Itou with Ressemannis Routine Engineering

like wire-like portion (25), and the combination would have no catch

points orledge.

at the point at whichit is affixed to collar 2141b. See, e.g.. Ex-1015,

551 (“The basic guidewire consists of a solid core (stainless steel or the

superelastic alloy knownas Nitinol) that is ground to a progressive taperinits

distal portion.”); Ex-1033, [0071]. [0078]-[0079] (teaching tapering of the distal

end of a pushwire attached to a distal tubular body).Inadditiontosecuringsupport
 

Ex-1807 (Jones Decl.) J] 70-71
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Motivation to Combine and Expectation of Success 

B. Expectation of Success

1. Taper Pushwire and Put Collar 2141 On Top
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Modifying Itou with Ressemann Collar

289. Modifying the proximal opening of Itou’s suction catheter (2) with

Ressemann’s collar 2141 would provide a larger area within whichto receive the

balloon catheterorstent.

290. Tab 2141b of collar 2141 is concave, This would be an advantage,as

adding it to the proximal opening of the tubularstructure of Itou would not impede

2 7

entry into the lumen. PLS |
1 i 

Ex-1005 (Brecker Decl.), f] 289-90, 92
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Modifying Itou with Ressemann Collar

64. The second waythat collar 2141 is an improvementover Itou’s metal

collar relates to the way that Itou teaches wire-like portion 25 should be attached to

the proximal opening of the tubularportion of catheter (2). Itou teaches a weld

point that is crushed flat. See Ex-1007, 4:35. This requires plastic deformation of

the metal. resulting in work hardening and a decrease in the metal’s ductility at that

location. See Ex-1818,. 117-18, 121-23. A reductionin ductility at a critical

stifiness transition point is knowninthe art to be susceptible to kinking.(Ineluding) 
Ex-1807 (Jones Decl.), {| 64
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 Motivation to Combine and Expectation of Success

B. Expectation of Success

2. Weld Collar Directly to Itou’s Pushwire
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Modifying ltou with Ressemannis Routine Engineering

FIG. 4 is a viewillustrating an example of a method of 5 Q. Howisthat rod attached to incline —- the
joining the wire-like portion 25 and the tubular portion 24
together. Referring to FIG. 4, the proximaltip 23 includes a 6 area by incline 2?
body which in turn includes a proximal end portion 231 7 A. I don't know the exact details of that, but I

) formed by obliquely cutting one end ofa metal pipe suchas a 8 believeit's somesort ofwelding process.
pipe of stainless steel and a distal end portion 232 formed by
working the other end portion ofthe metalpipe intoa spiral 9 Q. Okay. (And that's something you would know
shape. The inner and outer faces of the body are coated with 10 how to do as an engineer?
a resin. The proximal end portion 231 is secured firmly by .
being welded to the distal end of the wire-like portion 25 1A» high level, ae : — there

s erushed into a form ofaflat plate so that it may not be broken 12 maybe particulars about this specific design, any
durii@ WS) The resin layers which cover the inner and outer 13 design that you would need to do some work to —-
faces of the proximal tip 23 are secured to the tubular body :
portion 21 by fusion. Where the proximal tip 23 is formed 14 you know,to perfect that. say. (Bulcertainly.
fromsuch a metal material as described above, the surface of 15 you know. welding is — two metal components on a
the proximaltip 23 is plated with gold. The portion plated 16 catheter, I think that’s fairly well established
with gold functions as an X-ray contrast marker (radiopaque
marker). 17 as something that has been done.

Ex-1007 (Itou), 4:33-36 Ex-1800 (Keith Dep. Tr.), 48:5-17
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 Motivation to Combine and Expectation of Success

B. Expectation of Success

3. Patent Owner's Interpretation of Tab
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Modifying Itou with Ressemann Collar

72. Lunderstand Patent Ownerhas argued that the collar ofRessemann.if

combined with Itou. would be placed beneath pushrod wire 25. and not on top of

wire 25. See, e.g., IPR2020-00132. Paper 44. 38-43. If the collar were placed

beneath pushrod wire 25, the collar would provide support at the proximal

opening. improved flexibility transition and improved trackability. In such a

scenario, the incline formedat the proximal end of the tab portion would be buried

beneath wire 25. The inclines located at B and Cof the collar (as shown

schematically below) wouldstill be present at the proximal opening as shown

schematically below.

 
Ex-1807 (Jones Decl.), J 72
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Modifying Itou with RessemannCollar

\

beneath pushrod wire 25. as argued by Patent Owner.

Shownaboveis a schematic of Itou with support collar located
 

Ex-1807 (Jones Decl.), J] 72-73
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Modifying Ressemann with Ressemann Collar

 
IPR2020-00138, Ex-1208
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Incline — Ressemann Has More Than TwoInclines

90. In addition to two inclines. A and C.the collar has at least a third

incline, at the transition between 2141a and 2141b. whichis a curve shape similar

to the curve that Mr. Keith identifies as an incline in Fig. 4 of the patent. 
Ex-1806 (Brecker Supplemental Decl.) {[ 90
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Modifying Ressemann with RessemannCollar

65. Additionally, the rigidity of catheter 2 transitions between wire 25 and

tubular portion 24. Ex-1007. Figs. 1B. 3, 4, 2:5-26, 3:45-4:42. 5:26-51. A POSITA

was awarethat a regionofflexibility transition could be improved upon bythe

addition of a stiffness transition member. as discussed below. See {¥ 74-88. infra.

Indeed,Ressemannexplicitlyteachesthatitssupportcollar.inparticularitstab

(Portion,fiinctionsasiaflexibilityWansition)Ex-1008. 24:62-67. A POSITA would

be motivated to include Ressemann’s support collar due to the benefit of this

flexibility transition.

 
Ex-1807 (Jones Decl.), 65

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE



Double Incline Claims

Kataishi
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us) United States

¢2) Patent Application Publication 1) Pub. No.: US 2005/0015073 Al
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(57) ABSTRACT

A thrombus suction catheter which is a tube having a distal
end opening formed byan angled cut surface. In the distal
end opening,at least a part on the proximal endside ofthe
cut surface is formed in a concave shape in an angled
direction, andthe distal end side ofthe cut surface is formed
to be flat and flexible.

 
 

Ex-1025 (Kataishi)
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Ex-1025 (Kataishi), Figs. 2 & 10
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 Motivation to Combine and Expectation of Success

A. Motivation to Combine

1. Larger Area of Entry for Thrombus and Devices
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RessemannDiscloses Benefits of Distal and Proximal Openings

Thefirst and preferably larger of the lumens, an evacuation
s lumen 140, is designed to allow for the passage of interven-

tional devices such as, but not limited to, stent delivery sys-
tems and angioplasty catheters) The evacuation lumen140is
also designed to allow for fluid flow, such as blood, blood/
solid mixtures, radiographic dye and saline, within the evacu-
ation lumen 140. This flowof fluid may occur regardless of
whether an interventional device is within the evacuation

lumen 140. The proximal and distal ends 140a, 1404 ofthe
evacuation lumen 140 are preferably angled to allow for
smoother passage of the evacuation sheath assembly 100
through a guide catheter and into a blood vessel, and (©
facilitate smoother passage of other therapeutic devices
throughthe evacuation lumen 140 ofthe evacuation head 132.
Thelarger area ofthe angled open endsalso allowsfor larger
deformableparticulatematier to pass through the lumen more
smoothly.

Ex-1008 (Ressemann), 6:45-61
see also Ex-1123 (Keith Patent), 7:54-60
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Q. That's the identical passage we talked about

earlier discussing that (fie proximal and distal
ends are advantageous for smoother passage to the
guide catheter. smoother passage of therapeutic
devices and allowing for larger deformable
particulate matter to pass through the lumen more
smoothly. correct?
A. It looks to be the same. yeah.

Q. And. again, you would have had a chance to
reviewthis. and you agree with this passage as
yousit here today. right?
A. Yes.

5 Q. Andthis patent where you have your name on
it, nowhere in this patent is there anything about

7 the use ofa flare or a reverse bevel. correct?

A. I don't see it in anyofthe figures.

 
Ex-1800 (Keith Dep.Tr.), 149:3-18
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Kataishi — Motivation to Combine

93. Thus, a POSITA knewthat an angled opening was beneficial both for

suctioning material out of the vasculature as well as for introducing a stent or

ballooncatheter. Patent Owner’s expert witness, Mr. Keith, agrees. Ex-1800.,

140:18-143:7; see also id., 146:16-147:8, 148:21-149:14.

94. It followsthatif the distal tip of Kataishi is more beneficial for

allowing larger. deformable particulate matter to pass through the lumen more

smoothly(i.e., suction thrombus), the same shape would be more beneficial for

receiving a stent catheter of balloon catheter.

 
Ex-1807 (Jones Decl.), Jf] 93-94.
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Kataishi — Motivation to Combine

100. Applying the shape of Kataishi to Itou’s proximal opening also

increase the effective are of the opening. as approximated bythe following scaled

comparison.

Kalalst's angled area (blue
compared to
tou’s area (qreen)

 
Ex-1807 (Jones Decl.), 4j 100.
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PO Ignores the Explicit Teaching in Ressemannas “Hindsight”

Two. the

cited passage is ambiguousat best—Ressemann’sangledendsmayServemore)

‘thanonepurpose,butthatdoesnotmeanthateachendservesboth.See Ex-1008.

6:52-57. Indeed, Ressemannlater assigns only one of these functions to each

angled portion. Id.. 7:48-53; 23:17-20.

 
IPR2020-01343, Paper 59 at 30.
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0)S Expert on Ressemann’= Benefiie)jceur Opening

4 Q. Okay. And you would agree with that, right,
5 that the proximal and distal angles allow for

6 smoother passage through the guidecatheter? 21 Q. Okay. And (Q@33niannnisoNenchesihanine
7 A. Idon't know thatI formed an opinion on 22 larger area of the angled open exids — again,
8 that, but I think that is probably true. 23 referring to both ends -- also allows for larger
9 Q Okay. And then it continues -- well, first 24: deformable particulate matter to pass t Bithe

10 it says that you then passit into a blood vessel.
11 Yousee that, right?
12 A. Yep. 1 Do yousee that?
13 Q. Andit also, in talking about the proxumnal 2 A. Yes.

14 and distal angles, it says that they "facilitate 3 Q. And you would agree with that as well?
15 smoother passage ofother therapeutic devices 4 A I think so.yes.
16 through the evacuation lumen 140 of the evacuation
17 head 132."right?

18 A. Yes. Ex. 1800 (Keith Dep.Tr.), 142:4-143:4
19 Q. And you would agree with that as well?
20 A. Yeah, [think that's probably true.

25 lumen more smoothly. 
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 Motivation to Combine and Expectation of Success

A. Motivation to Combine

2. Improved Trackability

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 154



Sakurada Confirms Benefits of Kataishi’s Shape 

 
  
   

  
  
  
  
  
  

  
 

PassingAbility Test 
Passing ability was measured using a PTCA training

device (Medical Sense, Japan). A 7 Fr JL4 Wiseguide
catheter (Boston Scientific) was inserted and a 0.014"

BMW guidewire (Guidant. Indianapolice, IN) was
passed into a bending left anterior descending artery
(LAD) ofthe training device.TVAC was pushed with a
constant mechanical pressureuntil the guide catheter was
dislodged from the coronary ostium. The length between
the ostium andthe distal tip of the aspiration catheters
was measured. Other aspiration catheters such as Rescue,
PercuSurge, and Thrombuster were compared under the
same conditions. The experiment was repeated six times
for each catheter.

 
Ex-1055, 6-7
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Sakurada

TABLE |. Comparison of Aspiration Catheters for 7 Fr Guide Catheter

Guide catheter

Larger outer diameter
Smaller outer diameter

Distal inner lumen (mm2)

Proximal inner lumen (mm2)

inner support
shape ofdistal tip
original device for negative pressure
aspiration time in a test tube (sec)

TVAC Thrombuster PercuSurge

7 Fr 7 Fr 7 Fr

4.5 Fr 5.7 Fr 5.6 Fr

4.5 Fr 4.5 Fr 3.7 Fr

0.9 1.13 0.95

0.98 1.37 0.92

yes no no yes

duckbill,obliquestraightobliquestraightobliquestraight
motor drive 30 ml syringe 20 ml syringe motor drive

20.35 + 4.07 11.81 + 1.13 39.50 + 6.40 61.63 + 2.73  Passing Ability

Quantitative measurements ofpassing ability is shown
in Figure 2. Only TVAC wasable to pass the third bend.
PercuSurge and Thrombuster catheters were able to
reach the second bend. The Rescue catheter was only
able to pass the first bend.

Ex-1055, 6, 8
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Kataishi’s Shape Has Better Trackability

95. Kataishi also describes the shape ofthe distal tip of the catheter as

improving crossing ability. whichrelates to the flexibility of the catheter. Ex-1025,

[0009]-[0010]; Ex-1055, Figs. LA, 2, 302 (explaining that the catheter with the

unique shape performed quantitatively better when subjected to a“PassingAbility

Kataishi

illustrates a “crossing test” in its patent application. Ex-1025, Fig. 8, [0020]. Thisis

similar to Sakurada’s “Passing Ability Test.” Ex-1055,. Figs. 1A, 2. 302.(Whab 
Ex-1807 (Jones Decl.), J 95.
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Kataishi’s Shape Has Better Trackability

Whetherit is called

trackability or crossability.(Rataishi'sdistaltipdesignisSuchthatincreasesthe

(distanceinwhichthedevicecannavigatearoundbends;Whetherthe design of

Kataishi is placed ona distal end of a device orat a proximal opening of a device,

the design will improve trackability througha patient’s vasculature.

96. Patent Ownerhas argued that having the shape of the Kataishi distal

end on the proximal portion of a catheterlike Itou’s catheter (2) would have no

benefit to catheter crossability because the proximal opening does not “‘see’ the

vasculature.” IPR2020-01343. Paper 21 at 58-59: see also IPR2020-00129, Paper

43 at 46. 50.Thisignoresthefactthattheproximalopeningofcatheter(2)and

 
Ex-1807 (Jones Decl.), J] 95-96.
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 Motivation to Combine and Expectation of Success

B. Expectation of Success
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Kataishi — Expectation of Success

tially equal to actual pump pressure whenthe cut surface 16
completely adsorbs the atheroma AT), and enables suction of
the lipid core (LC) ion a vascular endothelium (ET)

e concave cul portion

so as fo be gently concave so that atheroma can be covered
and the gap minimized. The concave cut portion 161 is
providedat least partially on the proximal end side of the cut
surface 16. More specifically, the concave portion 161 may

Ex-1025 (Kataishi), {| [0027]
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Secondary Considerations

IPR2020-01341, -01342, -01343, -01344
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 Secondary Considerations — Copying

“Copying requires duplication of features of the patentee’s
work... . [MJore is needed than merely showing thatsimilarity
exists between the patent and the competitor’s accused
product.”

Ligwd,Inc. v. L'Oreal USA,Inc.,
941 F.3d 1133, 1137 (Fed. Cir. 2019)
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 Secondary Considerations — Copying
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25, A method, comprising.
advancing a distal end ofa guide catheter having a lumen

through a main blood vessel to an ostium ofa coronary
artery;

advancing a distal end of a guide extension catheter
through, and bevond the distal end of. the guide cath-

eter, including advancing a distal end portion ofa
tubular structure of the guide extension catheter
bevond the distal end ofthe guide catheter while a
segment defining a side opening of the guide extension
catheter remains within the guide catheter the side
opening extendingfor a distance along a longitudinal
axis ofthe guide extension catheter and accessiblefrom
a longitudinal side defined transverse to the longitudi-
nal axis, the tubular structureF@ViREWCPOsssectional

GHANA than a cross-sectional inner diameter ofthe
lumen of the guide catheter;

 
"116 Patent, claim 25



Secondary Considerations — Copying

Extension|Polymer Full  
 

 

 
 

 

 

 
 

French Required  

 
 

 
 

 
 
 

Size be oD GCI.D. Length OarTalat ateea)

(F) GEC Name in) ta) Tay) Cea) eta) (crm)

5.5 GuideLiner™ V3 GEC!J0.051 6F 20.066 25 17 150
 

Telescope” GEC 6F 20.070

0.067 6F20.070 25 17 150GuideLiner”” V3 GEC!|
Guidezilla™’ Il GEC? 0.057 0.067 6F 20.070 25 N/A. metal collar 150an
 

Telescope”GEC 7F20.078

GuideLinerV3GEC! 0.075 7F20.078 25 17 150|
7 Guidezilla” 11 GEC? 0.073 7TF20.078 25 N/A. metal collar 150

IPR2020-00132, Ex-1082 Ex-A at 39
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Secondary Considerations — Copying: Guidezilla 
UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

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

v.

TELEFLEX INNOVATIONS S.A.RL.
Patent Owner.

Case IPR2020-01341
LS. Patent No, 8.142.413

PATENT OWNER RESPONSE
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GuideLiner V1

eeEee

20cm |

Guidezilla

145cm

  
IPR2020-0141, Paper 23 at 65-66
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 Secondary Considerations — Copying: Guidezilla

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

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

v.

TELEFLEX INNOVATIONS S.ARL.
Patent Owner.

Case IPR2020-01341
LS. Patent No. 8.142.413

PATENT OWNER RESPONSE
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Guidezilla’s side opening were essentially the same:

GuideLinerV1 collar side view

 
Guidezilla I Collar Side View

GuideLinerV1 collar top view

 
Guidezilla I Collar Top View

 
IPR2020-0141, Paper 23 at 66
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Secondary Considerations — Ubiquitous Elements in the Art 
UNITED STATES PATENT AND TRADEMARK OFFICE

BEPORE RATE? TEAL AGES BOSD Telescope is a striking copy ofGuideLiner V3 both in terms ofits
MEDTRONIC,INC..AND MEDTRONIC VASCULAR,

Petitioners.

instructions for use (“IFUs”) andits structure:
TELEFLEX INNOVATIONS S$. ARL

Patent Owner. —_—

Case IPR2020-01341
LS. Patent No. 8.142.413

PATENT OWNER RESPONSE Half-pipe

Flexible Aoahed ened
tip ee an Pushrod Rounded

Reinforced portion push tab
 

IPR2020-0141, Paper 23 at 67
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Ubiquitous Elements in the Art: Flexible Tip 
US 633582

i) United States Patent (0) Patent Niftom ct al (ay) Date of Patcot:
US 7,

   
    
  

  
 
 
 
 
  
  
 
   
   

4) INVRAVASCOLAE FOREIGN MATERRSUCTION ASSEMBLY
 TAY fieunterss Vadeensart Haw, ShutPukwoka, Suicides 5  Ly teiseya

PORBIGN PATENT DOCUNI72) Avsigaioc: Terusad Ruatevilt Kaiba,5 sky PP we ANN Flabeatt Hien 
} Seite Sule

FOU Is exe oF aeWS bssind hy 100 chs
21) Appl tw. InRazaTe
22) Med Sep. 22005

Chasoghe 2oe Firm Bieta
  a3) Pebes Pudatications Pini 

   
 
 
   
 
    

  

US Verei) AD Mer WOW
Mi) Jorcign Applicaton Frisrity Deru st ABSTRACTwpe OE) 2004-27029

eeeeeeeheeeesy eo
wrt cyte (au - sucioen aseuTibty isclades+comicoSa tae maS23.De cher bor being erode) en oxenOf aodSh) Weld af Clssincativn Search. ALY, rtp wheter inserted in

  
 

 

(IUD 2M, S2R NAG MO LOS.
OW10) O17 208 thyei hiletory

reser wn) extern Siefarter it
ig Callober Foe aera hexg Loreneforyet biestlen avchutes 4 tebnlin’ ei

cali Awe Dance [wrypoetjng yawal

 
Seo eet RMON 1 Kor coi  

any KunerricrsCaot
TES PATER OCTINEN TS,

 il ecrybes thet io  5 29) intes+ rey Rnucy47 Re Adem onSy WO Adee ort 11 Clatais 1 rewieg  

Ex-1007 (Itou), Fig. 3
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 Ubiquitous Elementsin the Art: Flexible Tip

United States Patent 19;
Kontos

1s
rm
mm
pd
va

(0)
6u
[sj
Ij
14

SUPPORT CATHETER ASSEMBLY

bevenor _B, Kentos, Woodshiff Lake,
Assigpee Boston SciewtiNic Corpersiion,Warerown, Vial.
Appl Ne- 267,437
Filee iam 77, 94

Rearet U5. Aggeration Data
Clommmuaiom of Ser Ro. 425/404, Aug. 7, 1982, atan.dons.

  

Int. son, ATM 29°00
0s.a.— —Ws96 HS:Sonewn, HanerT94
Viebh of Searels $0496, 95, 53, 780,@4/281,282.283, 101-104, H6/19I-194 Refervates Citee

DS PATENT DOCUMENTS
DANS, TO 719k Stith th at
483100 1/18 Guisetaya 1/198 Mare4038 31385 Docks409,03 A/S Pevsier4.901017 S/1SR6 Rabon
4416852 D/1S6 Timp4ANZUS AISI Bout420.201 V1S9 DeutchAMISASS ACUS9 Goose at a.4m) Lio
490,22 1/10 GoldbergASTRA L/EGR0 Shocy ot ab4976.81 12/190 SaboASH 1/19 Gedo
£988,356 W/IRL Ceirmnder ot al,SW), 134 3/ I9eE Berar et al.5000.83 3/1091 Patel5002,51 3/1991 BommelS842 S/100) Sathcen
308585 V/1G1 Critemde er aSPOWIL Vouk
361,273 10/1891 YokSys 2/182 Sabo
SOG37O 4/1892 WalbuskySLA 7/182 tchageret a

DSTA
ju) Pateat Number: 5,439,445
45) Date of Patent: Aug. & 1995
$,143083 9/942 SabotwS16137) 97 Satow

(List coninued og next page)
FORBICN PATENT DOCLMENTS

WORATEOS 5/1997WORE 3/992 WIPO
OTHER PUBLICATIONS

Marhew L. Care, “The Use of the Guiding Cathet: 10Conanare Avgsopacty Tee Trohsiqyss of Uampnlsting

STENT 10
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Vkhhhhhchhhdiiahhabchnlhadiakaeda

eteeeehbkbbb
ss Re

33 Clains, ¢ Deewing Sheets
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Ex-1409 (Kontos), Fig. 1
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 Ubiquitous Elements in the Art: Reinforced Portion

UNITED STATES PATENT AND TRADEMARK OFFIC]

 
STENT 10BEFORE THE PATENT TRI

MEDTRONIC, INC.. AND ME!

Petitio

+

TELEFLEX INNOV

Patent

= )

cucNo:1q) flexible cylindrical flexible cylindrical
US.PaetN} distal tip portion reinforced portion

Ex-1405 (IPR2020-01342), 236 (citing Ex-1409,Fig. 1)
DECLARATION OF STEPHEN JON DAVID BRECKER,

MD, FRCP, FESC, FACC
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Known Elementsin the Art: Angled Openings 
Lsow 2M161 20

vw» United States Patent ih) Patemtt No. US 7,604,612 B2Ressemann et al as) Date of Patent: Oct, 20, 109

 
te)etPe] | Ex-1008 (Ressemann), Fig. 1A
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 Known Elements in the Art: Angled Openings

 

 
(ma

iM United States
im) Patent Application Publication (0 ran. Ny

Adams et al, (13) Pub. Di

Ex-1435 (Adams), Fig. 3A
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 Secondary Considerations — Copying: Half-pipe

UNITED STATES PATENT AND TRADEMARK OFFICE

Petitioner succeeded in its efforts to copy, incorporating the halfpipe from
BEFORE THE PATENT TRIAL AND APPEAL BOARD

the GuideLiner V3 product(top) into its Telescope product (bottom):MEDTRONIC, INC.. AND MEDTRONIC VASCULAR, INC
Petitioners.

v.

TELEFLEX INNOVATIONS S.A.RL.
Patent Owner.

Teleflex GuideLiner V3Case IPR2020-01341
LS. Patent No. 8.142.413

PATENT OWNER RESPONSE

Medtronic Telescope

aS

 
IPR2020-0141, Paper 23 at 69
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Secondary Considerations — Copying:Half-pipe
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Secondary Considerations — Copying 

“Not every competing product that arguably falls within the scope of
a patent is evidence of copying. Otherwise every infringement suit
would automatically confirm the nonobviousnessofthe patent.
Rather, copying requires the replication of a specific product.”

lron Grip Barbell Co. v. USA Sports, Inc.,
392 F.3d 1317, 1325 (Fed. Cir. 2004)
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Secondary Considerations — Nexus 
UNITED STATES PATENT AND TRADEMARKOFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC, INC... Ay

GuideLiner provided. for the first time. an elegant and highly effective

method for providing a solution to the longstanding problem of insufficientguide)

catheterbackupsupportin interventional cardiology procedures.PATE ~ 
IPR2020-01341, Paper 23 (POR) at 56.
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Secondary Considerations — Nexus 
UNITED STATES PATENT AND TRADEMARK

The ability to receive the full

BEFORE THE PATENT TRIAL AND APPEAL Ff = . . = . “ ‘
array of ICDs (includingstents) 1s reflected in claims 4. 9. and 14’s requirement of

MEDTRONIC. INC., AND MEDTRONICVASCU
Petitioners

. advancing an ICD through a side opening positioned deep within the guide catheter
TELEFLEX INNOVATIONS S.A RL

ees and through the flexible tip portion. Ex-2138, 9336. And the benefit of improved
Case IPR2020-01341

epene backup support results from using a coaxial flexible tip portion having a circular

PATENT OWNER RESPONSE

cross section with a diameter that fits within the guide catheter and the claimed

step of advancing the distal portion of the flexible tip portion beyond the distal end

of the guide catheter while the remainder of the device remains inside the guide

catheter. Ex-2138. 9337.

 
IPR2020-01341, Paper 23 (POR)at 73.
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Secondary Considerations — Nexus

14 Q. Right. But in general, you didn't come up

15 with guide extension; you didn't come up with

16 rapid exchange. Your testimony 1s you came up

17 with the combination ofthe two:1s that right?

18 MR. VANDENBURGH: Objection; form.

19 THE WITNESS:Wea)Wedidnop
20inventrapidexchange,andwedidnotinventguide
21 @RERSIGH)but we invented rapid exchange guide
22 extension.

 
IPR2020-01341, Ex-1762 (Root Tr), 39:14-22
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O00

vo United States Patent LoFaas More preferably, the suction catheter includes @/@bH1aP

sot se and having a distal end
vow @mbedded in a wall which forms the tubular portion. Further,

 
 

nitirs Takenar fev, Steeeke UP) Teas
Vukeeke Sueets JP

 
 

bh Ap Ne 297tezurre
Sop. 23, 2008

Heir Mulrtiewstan Date
Me Wi Die

Herehm Appiivution Privrty Oats
Sep DOM IP) 2

s fot
461M 2500

iy UAC) Oe82);
SA) Pleld of Ctamiticwtion Seuret

ws192.2 a7, 526

 

‘ ai Ex-1007, Fig. 3 (color added); 2:12-15
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The tubularportion 24 ofthe suction catheter 2 has an outer
diameter with whichit can be inserted into the coronaryartery
82 and iis introduced along the guide wire 6 ( the target
location $0 positioned at a deep location. The tubular portion
24 is designedso as to have a sufficient axial length so that the
proximal end)ofthe tubular portion 24 in an openstate(mMay
not leap out from the distal end ofthe guiding catheter 1 upon
such introduction of the tubular portion 24.
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PROTECTIVE ORDER MATERIAL
TPR2020-01341
Patent 8.142.413

Teleflex does not dispute that Itou recites the necessarystructure. despiteUNITED STATES PATENT AND TRADEMARK OFFICE

MEDTRONIC, INC.,AND MEDTRONIC VASCULAR, INC

that comprises a partially cylindrical portion defining a side opening. Ex-1007,Petitioner.

menensoocsiam,|Figs, 34; Ex-1005 $227, SRSESSOREaOSRED
Patent Owner.

US. Patent No. 8.142.413

PETITIONER'S REPLY(deliveredtothetargetlocation)Ex-1007, 4:48-52, 7:1-27. Fig. 5; Ex-1005 99195.

231-32. Itou’s substantially rigid portion includes a cross-sectional shape having a

 

full circumference portion, a hemicylindrical cross-sectional shape. and an arcuate

cross-sectional shape. Ex-1005 9243.

IPR2020-01341, Paper 51 (Petitioner’s Reply) at 37.
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Ressemann 
(m000000

» United States Patent \u) Patemt Now US 7,614,612 B2Resscimana et al, 4)) Date of Patent: Oct. 20, 2009
4) EMHOLL PHOTEOTION DEVICES ANDRELATED METHODS OF OSE

 
Ex-1008, Fig. 1A

Page 1 Medtronic Exhibit 1008
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Ressemann 
‘Ml   Use B2

» United States Patent (0) Batemt Nec US 7,604,612 B2Teesscimana et al, 4)) Date of Patent: Det. 20, 2009

 
 

PMOL. PHDIPOTION DEVICES AND. CHIEN RETRY DOCUMENTSRELATED METHODS NE OSE

 

 (senna
mee161M 200 onvey aa 7 eouebiat1) Fiebd et Cheonatie: 4 W015 

 
 
 
 

/ ‘ /

nd !Hl| ib~2)22-—$_+10

Ex-1008, Fig. 6C

Page 1 Medtronic Exhibit 1008
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Ressemann

PROTECTIVE ORDER MATERIAL
TPR2020-01341
Patent 8.142.413

UNITED STATES PATENT AND TRADEMARE 01

BEFORE THE PATENT TRIAL AND APPEALBOA! Ressemann similarly recites the claimed elements. Ressemann discloses a
MEDTRONIC, INC.,AND MEDTRONIC VASCULAR

 

ws‘tubularstructuredefiningasideopeningthatremainswithintheGCwhile the

TELEFLEX LIFE SCIENCES LIMITED. distal end is advanced beyond the distal end of the GC. Ex-1008_ 6:18-24_ 12:19-

SRO 26, Figs. 1A, 6B. Before Ressemann delivers a stent. it is first advanced along the
PETITIONER’S REPLY

substantially ngid portion. through the side opening. and through Ressemann’s

tubular structure. Jd. 6:18-24, 10:47-53.(RessemannimprovesbackupSupport

Ex-2238, 130:9-131:5.

 
IPR2020-01341, Paper 51 (Petitioner’s Reply) at 37.
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 Secondary Considerations — Nexus
PROTECTIVE ORDER MATERIAL

UNITED STATES PATENT AND TRADEMARK OFFICE
 

BEFORE THE PATENT TRIAL AND APPEAL BOARD 

MEDTRONIC, INC. AND MEDTRONIC VASCULAR. INC.

148. The earliest rapid exchange guide extension catheter in the record isPetitioner,

TELEFLEX LIFE SCIENCES LIMITED Kontos. followed by Ressemann and Itou. The devices disclosed in Itou. Kontos.Patent Owner.

beeenweeks and Ressemann are rapid exchange, configured to deliver a wide variety of
Case IPR2020-01342

US. Pateat No. 8.142.413

interventional cardiology devices, and provide increased backup support whenCase IPR2020-01343
US. Patent No. RE 46,116

Case [PR2020-01344

US-Patent No. RE 46.116 extended partially past the end of a guide catheter as intended. Ressemann and Itou

also have a side opening.
SUPPLEMENTAL DECLARATION OF STEPHEN JON DAVID BRECKE

MD. FRCP. FESC, FACC

 
IPR2020-01341, Ex-1806, J 148.

TPR2020-01341 Medtrome Ex-1806
Medtronic vy. Teleflex

Page | of 63

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 185



Secondary Considerations — Nexus 

“Where the offered secondary consideration
actually results from something other than what
is both claimed and novelin the claim there is no

nexus to the merits of the claimed invention.”

In re Kao, 639 F.3d 1057, 1068

(Fed. Cir. 2011) (emphasis added)
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Kontos

IPR2020-01342, -01344

Td 



IPR2020-01342 & IPR2020-01344

1,2, 4,5, 7-12, 14

13

52, 53

25-40, 42, 44-48

45

25-55

45,46
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Kontos, Adams

Kontos, Adams, Takahashi

Kontos, Ressemann

Kontos, Ressemann, Takahashi

Kontos, Ressemann, Takahashi,
Kataishi

Root

Kontos, Ressemann, Takahashi, Root
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IPR2020-01342 & IPR2020-01344

1. Overview of Kontos
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U.S. Patent No. 5,439,445 (Kontos)

 

 
NOUMAEYYBNEAA USUOSeIagsA

United States Patent .9) Uy) Patent Nomber: $439,445
Keatos lis} Date of Patent: Ang, 8, 1995 

SUPPORT CATIICTEM ASSEMULY
Loventer,  Trewew BR, Kenton, Woeekclif! Lake.Na

Becton Seizatifie Ceeporation,Watertown, Mass.
TOs)
Jun. 27, i9oe
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FOREIGN PATENT DOCUMENTS

omzerteas 3/V9a3RELATION 371992  wero 
   
 

SUPPORT CATHETER ASSEMBLY

Inventor: Stavros B, Kontos, Woodcliff Lake,
N.J.

Boston Scientific Corporation,
Watertown, Mass.

267,037

Jun. 27, 1994

OTHER PUDLICATIINS
ot “The Use of the Guderg Catheter mn

Te Texbanyie cfMaaipuloticsgSoMary Stzocnes,~ Cackentrtanagrenity. |21R9-A97(986)Octiation of Coe
ty Dowctartc Belionr

 
  

  

  
 

 
4pm ont Coratrecsey io}
JB Keay et al, fyamaary to Bronchial Ansetoaso’
Cowizinad with Ourocaary

Cathorrzation
17.218-223 (198%,
Primary Exarstoes—Joha D Yaskoseromer, Agen or Firm—Pak & Richardson
ba ABSTRACT
A support ccitieeter ascerstly for facilitating tpeticalOOATUITSS IsCixtes @ tubular hocy and a Comtmecus
furien Ercan its peoicianal end to its eaetel ect A omvmipesletieg ccaviee tb LOmmrcted to the wihulée body for

imacriag. a0 varccrag, withdrawing emimucroavering theDody during 4 medical procedure The manioaluing
inember muy be & Wire of + amnipetating ibe TheTubnlar body auo may he proviced wim a fame shapedfrrsen opening 2° its prosumal end to faciitste insertionef devices thesethrougt, asd radiopaque mercery formibcitaxevesly detecang ths bociticn of the deworQuring 2 medical procedure and, mone portwalarly, foeGeecting ip location celative to othe device aed
the medical procsdure A method! als ix disclosedusing the raze assembly 1 mctiG syerseAN OF &PICA catheter mito 6 atemobe mpor ant fre holdingopen ie lacuca throuthet peace after angioplastyhay beee periormed

Assignee:

 

Appl. No.:

Filed:

33 Claims, 6 Drawing Sheets

Ex-1409
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 U.S. Patent No. 5,439,445 (Kontos)

|ODR EE 34 AL
United States Patent .9) Uy) Patent Nomber: $439,445
Keatos {ss} Date of Patent: Ang, 8, 1995 

 

184] SUPPORT CANLIETEN ASSEMULY
D5] Lenten,  dtewer R, Krwtes, Woeeklif! Lake.

ue STENT 10Watetows, Mais.

“ ~~ CYSu |. S35 vy anRelsted US, ui
(651 Gonna cf Sexo. Si AGT, 7 ata PLL dL
hig Seb honheceiven
Iy usc “i EMSS i aEf 1!158) Fle of Search oon 16, 93, 53, 280,281. 21 3, 193-104, si=1
pS saber Case VIPIILCALLAALAAALE™ ‘% ogal On‘‘

:

LertendeEEKKCNpid

FIG.1 is a side plan view of a support catheter of the
_. .,/ present invention, cut-away in part to show in longitu-

——~“s</dinal cross-section a tubular bodyhaving a soft tip and  paque marker, and a manipulatin
Ex-1409, 2:51-54, Fig. 1
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U.S. Patent No. 5,439,445 (Kontos) 
mieneee19)United States Patent atont N

Kontos 4 i of fimt: Aug. 8 1995 
[84] SUPPORT CATHETER ASSEMBLY HUk8S SVD Suboterr 9/1 Sistoonts

Luventer Sere, Kontes. List comtinuact of nest pay7 NT DOCUMENTS
173), Acugnee estanmSciatic Corporation,Sica assembly 10 is composed of two major ele-
:| ments, a body 12 and an insertion/manipulation wire 14.

| Body 12,which may be viewed as=mguidecatheter
iincludes a tube16 having a base portion 18 at its proxi-
imal end 20. Tube 16 hasa continuous lumen 22 there-

nesSoe proximal end 20 to distal end 24. Body 12Ex-1409, 3:45-49
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 U.S. Patent No. 5,439,445 (Kontos)

{OMAOCHWE
Ls00s<39assA "

;United States Patent.) Ul) Patent Number: 5,439,445
Kontos t 

and the gap that PTCA ca
without assistance is made much shorter.

rreness Tete
Sbecosn ‘s/tSances asejector i .
sees diwanes Ex-1409, 5:49-52SULA07 7/1992 echonger eat 33 Claims, 6 Drawing Sheets ? ”
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 U.S. Patent No. 5,439,445 (Kontos)

{HOTAMOE/300s A
United States Patent (10) UN) Patent Number: 5,439,445
Kontos {ss} Date of Patent: Aug, 8, 1995

S505 9/2092 Sebtors10,57) 9/0. Sshots
(List ooptinuact on nest

FOREIGN PATENT DOCUM

By use of such manipulating means, the
=| SUpport catheter can be inserted into and passed
= through a guide catheter, over a PTCA catheter, and
_| out the distal end of the guide catheter so as to function
-(aS an extension of the guide catheter to bridge the gap
=| (or at least some of it) betweenthe end of the guide
<| Catheter and the stenosis to be opened.
x SeL
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a 2 Ex-1409, 2:16-32
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 U.S. Patent No. 5,439,445 (Kontos)

United States Patent (0) uy PatentMeer 5499445

=SoreNeeeeeeeeeeeeeeeeeHereereee reeretreeeeeeeDeerehemestiemeeboeneetintedBRSsmeASaAagaORate

 
Ex-1409, Figs. 6B-C
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U.S. Patent No. 5,439,445 (Kontos) 
 
 
 
 
 
 
 
 
 

 
  
 
 
 

 
 

|A1 WUO1B0EUS00s<394454
United States Patent ,1) U1) Patent Number:
Kontos | Date of Patent: A 

[84] SUPPORT CATHORDER ASSEMBLY S500 972 SavorsS16).57) 9/92. Sshats
[75] Laventer Sunes B, Kontes, Woodcliff Lake. (List comtiniecd on mest pay3 FOREIGN PATENT DOCUM!
[73] Assignee Bestoa Scientific Corporation,Watertows, Mais.
EN Appt No. 267,097
[22] Piles’ Jun, 27, 1906

Related US, Application D Coccmary Angioglemy: The Testaqae of[651 Continsaciue of Ser. No. 925.84, Aug. 7, 199%, abecowed.

Bo me.sa> Aoi zen suey te DronchialAsy US . <>
Pei Girneriod Mate”Br. Maar F998),B58) Field of Seared oocernrermnns C496, 95, 53, 286, Little, “Prot Angioplasty of Toe

4/281, 282, 283, 191-104, @iv/is1-194 FON Weng am Inwecnemary PrchegCathetrrzation
hay References Cited 17:218-223 (198%),

US. PATENT DOCUMENTS Primary Exarstae—Joha D, Yasks°S790 VISTI Shenton et at Attorney, Agent or Firm—Pisk & RichardS10S102 L/S Comet
4279212 7/1361 Maun by ABSTRACT42356 3/198) Dour A Support catheter assembly for facil
407 diss Sie a av1 jursien teoes scimnalendto its distal
4616652 W385 Sipe Ce ee ae aed476229 3/1563 Bomect neve.Sar4820271 4/198) Dest foeeen ie
AS14435 4/190) Giiery ot al. body during&medical procedure.acs Vt Rouahhth member ma caBOOIS2 A/ENOD Goldberger tamlar body alec may he provided withTie wT ‘Shockey et meen end &
AS76468) 2/19) Sabot of devices therethrough, and radiog4903,167 4/199 Sudous - the356 1/19R) Crittenclen eeA Curing ® medical ce and, more

mS i Pee ting its location relative 40cei ” the mectical pro re A& method also if5002531 3/1991 Bessel
SO19042 $/1991 Sabcta - uaing the tube aecem!O35,686 TAPPL Crittenden et a PICA catheter intooctenotic region 2
5040548 8/1901 Yook pen the lumca through thet resoS061279 10/1901 Yook
ao0%8 3/1) has deer periormSeam 4/1992 Wall
ANILA07 7/1992 Kechenger et at 33 Claims, 6 Drewing Sheet]
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“The size and shape of the various elements of support assembly 10 may

vary depending onthe desired application.” Ex-1009, 4:46-48.

“These sizes generally are suitable for existing PTCA catheters, such as

the INTEGRAcatheter marketed by Datascope Corp., the assignee ofthe

present invention. Ofcourse, other sizes may be used forother

applications.” Jd., 4:61-65.

“As noted, these sizes may vary depending uponthe application to which

the device is to be put. Whenit is to be used with a PTCAcatheter, lumen

22 should be at least large enough to permit passage therethroughofthe

deflated PTCA balloon.” Jd., 4:66-5:2.

Ex-1807, J 115 (Jones)
196



U.S. Patent No. 5,439,445 (Kontos) 
auNUAEAUS00s<394ss4

United States Patent 19) U1) Patent Number: 5,439,445
Kentos {45} Date of Patent: Aug, 8, 1995 

[84] SUPPORT CATHETER ASSEMBLY $163,088 97992 SaborSM6,57) Of W2 Sshots
[75] tnventer:  Stawey RB. Kontes, Woodeliff Lake. (List continued on nest page)

I do not believe it would have resulted ina tight fit. At the time of

Kontos’s invention, fixed-wire balloons. including the Integra mentioned in the

specification. had profiles less than@O30WGHEQ Ex-1833. 113. Kontosteaches

that the inner diameter of tube 16 can be@)OS5HIEHES Ex-1009. 4:48-50.0Gua 
es Ex-1807, J 116 (Jones)
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U.S. Patent No. 5,439,445 (Kontos) 
|OUROCWWEULs00s<39ass4

United States Patent .9) Ul) Patent Number: 5,439,445
Kentos les} Date of Patent: Aug, 8, 1995
{S4] SUPPORT CATIETER ASSEMBLY 4sae o
[75] Laventer: Stewas B. Kontes, Woodkliff Lake. (List comtiniact on nest page)NJ  

FOREIGN PATENT DOCUMENTS
3] Asngnee Bestoa Selzatifie Corporation,

mH Watertows, Mass. wovures sie
sa Gp lass dees WORRATEID 371982 WIRD2 MTD

cao OTHER PUBLICATIONSny n,
FA\Pee _ae Mattisew L. Cart. “The Use of the Guiding Catheter mGoccmary Angioplasty: The Testaniie ofMaaipuletiog

Walshe UR, Aaglhation Deto Catheters 00... Tight Comaary Stz0oses,” Cuchenertar(65) Continmacive of Sex No. 923.84 Ate. 7, 197% abae- fee end Cardiomcseuir Dangrentts 12: 189-497 (| 585).Goued.

present invention may be
including over-

catheters with captive 
eis cea aoe Ex-1409, 9:47-50
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2. Kontos Teachesthe “alongside” Limitation
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Kontos Teachesthe Orderof Insertion Proposed by Patent Owner

Kontos or Kontos in combination with Adams teaches this limitation of the

"413 patent. Ex-1405. 7¥ 200-05.(Figuite6ofKontosshowsthatimone

(theaideCatheteryEx-1409, Figs. 6A-C. In particular, Kontos explains that “[t]he

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

PeOREeeeNT balloon 48 of PTCAcatheter 40 [can] be captured within the confines ofbody 12Petitioners,

¥. and then “the PTCA catheter/support catheter assembly combination ... is fed inte
TELEFLEX INNOVATIONS$.A.R.L..

Patkitt Owner []guide catheter 38. and advanced through guide catheter 38 to the distal end

cepa thereof.”Id,5-16-28, 745-49 (TSESSECARERSAOSCHUS. Patent No. 8.142.413

PETITION FOR INTER PARTES REVIEW“alongside”ofthesubstantiallyrigidportionofKontos’swire14° Ex-1405,
OF U.S. PATENTNO.8,142,413

§ 200.

 
IPR2020-01342 Petition at 48-49
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Kontos Teachesthe Orderof Insertion Proposed by Patent Owner 
 
 
 
 

Moreover, step 1.f itselfcontains language indicating that insertion of the
UNITED STATES PATENT AND TR:

 ICD occurs after insertion of the coaxial guide catheter. As a matter ofboth
BEFORE THE PATENT TRIAL AND

 grammar and logic, the ICD would not be inserted “into and through” the lumen ofMEDTRONIC, INC..AND MEDTRONI(
Petitioners,

the guide catheter “alongside of” the substantially rigid portion of the coaxial guideVv

TELEFLEX INNOVATIONS|
Patent Owner.

  
 catheter unless the coaxial guide catheter is already in the guide catheter. Ex-2138,

$103: Ex-2145, $103.SigalICD"alongsidetestantiallyi) 

 
 

  

Case IPR2020-0134
US. Patent No. 8.142,

PATENT OWNER RESP

IPR2020-01342 Paper 24 (POR) at 14
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Kontos Teachesthe Orderof Insertion Proposed by Patent Owner

care staresParext aNpTRADENAncornce|_ilenvenitionialleardioloydevice”ajferinsertion!ofa"coaxialguide|eatheter)
‘RosatoStilteachesthisclaimlimitation)/<., ¥ 201. Indeed, Kontos explains that

support assembly 10 can be advanced first, followed by PTCAcatheter 40. Ex-
BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC. INC.AND MEDTRONIC VASCULAR. INC.

Pelitiannct 1409. 7:45-52. In other words. Kontos teaches that body 12 is advanced distal to

guide catheter 38. and then the PTCA catheter 40 with balloon 48 is advanced intoTELEFLEX INNOVATIONSS.A.R.L..

Patent Owner
the guide catheter/extension catheter assembly. Ex-1405, § 203 (explaining that

Case No.: IPR2020-01342 . P .
US. Patent No. 8.142.413 when separately inserting extension catheter and therapy catheter. a POSITA

PETITION FOR INTER PARTES REVIEW extends the extension catheter distal to the guide catheter prior to insertion of the
OF U.S. PATENTNO.8,142,413

therapy catheter).

 
IPR2020-01342 Petition at 48-49
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Kontos Teachesthe Orderof Insertion Proposed by Patent Owner

{AIAAAAUSONS4IS454

 United States Patent a» (1) Patent Number: 5,439,445
Kontos 145] Date of Patent: Aug. 8, 1995

[4] SUPPORT CATHETER ASSEMBLY 5,143,093 9/192 SuhowRiser: Wine beats

[75] Inventor: Stare B. Kons, Woodcliff Lake (List contisned oa next page)Ber pce

 

Primary Examiner

ge | Although the procedure described above contem-
sor £4) plates assembling body 12 and PTCA catheter 40 as a

unit before passing them together into guide catheter
38, such preassembly is not necessary. Body 12 could be
inserted first, followed by the PTCA catheter 40. As
discussed above, funnel portion 26 facilitates passage of

 
 

A 4

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

4 the PTCA catheter 40 from the guide catheter 38 into
| lumen 22 of body 12.

Ex-1409 at 7:45-52
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IPR2020-01342 & IPR2020-01344

3. Kontos Necessarily Provides Back-Up Support
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IPR2020-01342, -01344: Representative Back-Up Claim 
USo0k1 624 FBI

1) United States Patent jw) Patent No: US 8,142,413 B2Root ct al. 4) Date of Patent: Mar. 27, 2012 
GUIDE CATHETER PORENTIONAL CARDIOLOGY

  
7, The method as claimed in claim 1, further compnising

extending a distal portion of the tubular structure beyond the
distal end of the standard guide catheter while a proximal
portion remains within the lumen of the standard guide cath-eter, such that the coaxial guide—

(axialandshearforcesexerted bythe interventional cardiol-
ogy device passed through and beyond the coaxial lumen that
would otherwise tend to dislodge the standard catheter from
the branch artery.

 
TAC Lalas, 11 Heewling Shows  

Ex-1401, claim 7 (’413 patent) 
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IPR2020-01342, -01344: Kontos Provides Back-Up Support 
NON-PUBLIC VERSION — PROTECTIVE ORDER MATERIAL

Trials@uspto.gov Paper 105571-272-7822 Date: June 7, 2021

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC. INC.. and MEDTRONIC VASCULAR. INC..
Petinone

 
 
 
 

Petitioner and

4 Drs. Jones and Breckerpresent persuasive evidence, however,that the 
 device of Kontos will resist axial and shearforces, at least to some extent.Before SHERIDAN K SNEDD)

CHRISTOPHER G. PAULRAJ., «

SNEDDEN. Administrative Patan . . ~

whenextended into the ostium of a blood vessel.
JUDGMENT

Detbricing SoeseUadicngydClans Unpuseatibl IPR2020-00127, FWD (Paper105)at 26Grantmng Patent Owner's Contingent Motion to Amend
35 USC. $ 318(a)
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IPR2020-01342, -01344: What Patents Teach About Backup Support 

  the combination of guide catheter 56 with coaxial
asta) Onde catheter 12 inserted into ostium 60 of coronary artery

_==“162 provides improved distal anchoring of guide catheter 56
~~sssel and coaxial guide catheter 12. The presence of coaxial guide

~ ond Catheter 12 within guide catheter 56 also providesstiffer back
2J up support than guide catheter 56 alone The combination of
_ ~~limproveddistal anchoring andstiffening ofthe guide catheter
-.|§6/coaxial guide catheter 12 combination providesadditional
_...|back up support to resist dislodging ofguide catheter 56 from

ostium 60 when force is applied to guidewire 64 to pass
through stenotic lesion 66 or anotherlesion.

i, United States PateRoot et al     

  
   
  
 
 

 

  
  

Ex-1401, 8:1-12 ('413 patent)
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 IPR2020-01342, -01344: How Patents Teach Backup Support

As discussed above, a mother-

UNITED STATES PATENT AND TRADEMARK 3 r

and-child catheter assembly ameliorates the backwards force that can otherwise
BEFORE THE PATENT TRIAL AND APPEAL

dislodge the GC in the ostium where the child catheter acts as an extension of the
MEDTRONIC. INC.. AND MEDTRONIC VASCU

Petitioners, " + ~+ :
. guide catheter into the coronary artery. Section IV_A, supra: Ex-1405, © 206. For

TELEFLEX INNOVATIONS S.A RL

mows|this reason,(BeeauiseKontosandthe7413patentcontainthesameteachings,a)
Case No: IPR2020-01342

eePOSITAwouldunderstandthatKontosmustinherentlydiscloseor.ataminimum.
PETITION FOR ZVITER PARTES REVIE

(GaimDEx-1405. § 206: Section VIILB.1, supra.

 
Paper 1 at 53 (-01342 IPR)
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IPR2020-01342 & IPR2020-01344

PROTECTIVE ORDER MATERIAL

 

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIE But the

MEDTRONIC, INC., AND MED

renod Structural characteristics ofKontos—which PO does not dispute. and which the

HLSLEXENOV Board has already found invalidated similar claims in a separate [PR—providePatent O

Gpaue Dack-up support in two ways: (1) shortening the distance that the [VCD musttravel
PETITIONER

within the vasculature and (ii) by increasing the moment of inertia of the catheter-

in-catheter assembly. Ex-1806 9107-11; Ex-1807 9914-27, 106-12.

 
Reply at 7 (-01342)
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  IPR2020-01342, -01344: Shorter Distance

DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

20. By usingacatheter-in-catheter assembly,it is possible to extend the

inner catheter (sometimereferred to as the “child catheter”) beyond the ostium of

the coronary artery. In so doing, (the mteryentional cardiology device has to travel a

shorter distance in the vasculature, which in turn reduces the amountof force

necessary to advancethe interventional cardiology device to the target location.

This is because the vasculature can be tortuous and/orcalcified, thereby requiring

more force to advance the interventional cardiology device.

 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE Ex-1807, 20 (Jones) 349



IPR2020-01342, -01344: Increased MomentofInertia 
DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

23. The moment ofinertia. Jp, of the cross section of a catheter with

respect to its neutral axis. is expressed by the following. and is proportional to

flexural rigidity and buckling force. Jd. at 12. The cross section ofa catheteris a

hollowcircle with an outer diameter D and aninnerdiameterd. Jd.

—_ m(D* — d*)
a 64

 
Ex-1807, J 23 (Jones)
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IPR2020-01342, -01344: Increased MomentofInertia 
DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

The moment ofinertia. Jp, of the cross section of a catheter with

The polar momentofinertia of a catheter shaft with outer diameter D
flexural

and inner diameter d is expressed as follows. and is proportional to the torsional
hollow

rigidity of a catheter. Jd.. 12-15.

m(D* — d*)
32

J,catheter =
 

Ex-1807, J] 24 (Jones)
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IPR2020-01342, -01344: Increased MomentofInertia 
DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

The momentofinertia. Jp, of the cross section of a catheter with 

 

  
The polar momentofinertia of a catheter shaft with outer diameter D  
 

flexural
: : 95 . : oat 4c . a7 ino ~uaythiaetsd tenance cena 25. Fromthese equationsit is clear that whenplacing a catheter within a 

 
  

hollow ree ee ;
catheter, the outer diameter remains defined and the effective inner diameter

rigidity ofac

decreases, whichresults in the following consequences:

a. Flexural rigidity increases:

b. Torsional rigidity increases: and

c. Resistance to buckling force increases.

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE Ex-1807, {] 25 (Jones)...



IPR2020-01342, -01344: Teleflex’s Argument 

 
 

 
 

 

First, in contrast to the “413 patent. Kontos does nor teach a method ofUNITED STATES PATENT
 

BEFORE THEPATENTTAY©Fesysting axial and shear forces or keeping the distal portion seated in the artery in
MEDTRONIC. INC.. AND M3

Petiti

response to opposing forces. Ex-2138, 9§216-22: Ex-2145_ 9148.

-=_-.
PP>ss =

EOE MEAaaaaa aea

CMMABBABHAA BAM
in,Aeee ee pele-_——_—_—

Paper 40 at 23-24 (-01342 IPR)
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 IPR2020-01342, -01344: Jones AddressesTeleflex’s Argument

DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

108. By comparison to a single-catheter assembly, the use of Kontos’s

support assembly with a guide catheter will increase flexural rigidity, torsional

rigidity, and increase resistance to buckling force. In reaching this conclusion,|

have considered (1) the material that comprises tube 16, (ii) the dimensions,

including the inner/outer diameter and length, and(ii1) the relationship between

tube 16 and the guide catheter, including that the inner diameters of the nested 
catheters is more than | French.

Ex-1807, ] 108 (Jones)
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IPR2020-01342 & IPR2020-01344

4. Obvious to Replace Kontos’s Funnel with a Side
Opening
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 
NON-PUBLIC VERSION—PROTECTIVE ORDER MATERIAL

Trials@uspto_gov Paper 105
$71-272-7822 Date: Jug

 Uponreview ofthe parties’ arguments and supporting evidence, weUNITED STATES PATENT AND TRADEMARK OFFIC

BEFORE THEPATENT TRIAL AND APPEAL Boar 41nd the parties’ arguments present a close case on the question of

MEDIRONIC. INC, and MEDTRONIC VascuLaRn] ODVIOUSNeSS. For example, while side openings were known in theart, theyPetitioner

* were rare in devices intended to receive an interventional cardiology deviceTELEFLEX INNOVATIONS SARL.
Patent Owner. te* . « . - + -

when positioned within a guide catheter. Moreover, switching to a side
IPR2020-00127

Patent 8.048.032 32 opening in Kontos to beneficially increase the available real estate within the

Beioce SHERIDAN KSNEDDEN.1ONB TORNQUsT.ae|Catheter or to reduce the size of the guide catheter would require several
CHRISTOPHER G PAULRAJ. Adminisirative Parent Judges

7

Final Written Decision
Detenmining Some Challenged Claims Unpatentable

Granting Patent Owner's Contingent Motion io Amend
35 U.S.C. § 318fa)

IPR2020-00127, FWD (Paper 105) at 46
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MEDTRONIC, INC.,. AND MEDTRONIC VASCULAR, INC

Petitioners

v.

TELEFLEX INNOVATIONS SARLL..

Patent Owner

Case No.: IPR2020-01342
U.S. Patent No. 8,142,413

PETITION FOR INTER PARTES REVIEW
OF U.S, PATENT NO.8,142,413

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Therefore, as an alternative to the flared proximal opening 26 of

the tubular structure (tube 16) in Kontos, a POSITA would have been motivated to

use a side opening. as then the diameter of the GC couldbe reduced without

causing a commensurate reductionin the area of the proximal opening of the

tubular structure of the extension catheter. Ex-1405. § 213: Ex-1442. 4 84.

Altematively.aPOSITAwouldhavebeenmotivatedtoremoveKontos’sproximal

(GadeCAMEEx-1405. 9 213: Ex-1442. 9 84.

IPR2020-01342, Petition at 57; see a/so Petition at 56-61, 63
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 

UNITED STATES PATENT AND TRADEM

BEFORE THE PATENT TRIAL AND APPH

MEDTRONIC, INC.. AND MEDTRONICVA

Petitioners

v.

TELEFLEX INNOVATIONS S.A¥

Patent Owner

Case No.: IPR2020-01342
U.S. Patent No. 8,142,413

PETITION FOR INTER PARTES R
OF U.S. PATENT NO.8,142,413

Kontos further discloses that “marker band 30 may be retained

between soft tip 28 and tube 16° ofbody12. and thus the radiopaque markeris

proximate a distal tip of the extension catheter. Ex-1409_ 4:19-21: Ex-1405, § 227:

Ex-1442. 9 103-06. Further. as shown in Kontos Figure 6, the PTCA catheter 40

with balloon 48 is extended past(distal) the marker band 30.

 
IPR2020-01342, Petition at 63
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 
G. Kontos in combination with the common knowledgein the art

teaches a marker band embeddedin tube 16.

104. Kontos discloses a marker band 30 that is disposed in a recess 36 on

the exterior of tube 16 as shownin the figure below. See Ex-1409, 4:19-21. Kontos

BEFORE THE PATENT TRIA'T also states that, “[o]f course, numerous other methods for disposing marker band
MEDTRONIC, INC. AND MED

30 at distal end 24 will be readily apparent to those skilled in the art.” /d., 4:21-24.Petitioneg

TELEFLEX INNOVA: STENT 10

Case No.: IPR20
U.S. Patent No: §

DECLARATION OF RICHARD A.

/d., Fig. 1, (color added),

 
Ex-1442, | 104
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 
Kontos in combination with the common knowledgein the art
teaches a marker band embeddedin tube 16.

105. Indeed,it is common knowledge in the art to dispose marker bands

such that they are embedded within the tubularportionof the catheter instead of on
BEFORE THE PATENT TRIAL

the outside of the tubular portion. A(BOSITANMHGSiStanilstiatlbyenibeddiiatie
MEDTRONIC, INC. AND MED

Petitioneg

TELEFLEX INNOVA;

mewn] Ofdamagetothevasculaturewhentheextensioncatheterisadvanceddistaltothe

adistal-mostportionoftheguidecatheter.For example, the size of Kontos’s markerCase No.: IPR20

U.S. Patent No: § Nw

 
 

bandis 0.005 inches. Ex-1409, 4:54-58 (describing the marker band 30 as having

DECLARATION OF RICHARD A. an inner diameter of 0.055 inches and an outer diameter of 0.060 inches). By
Id., Fig.

embedding the marker band into tube 16, 0.005 inches can be reduced fromthe

diameterofthe catheter.
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IPR2020-01342, -01344: Graham Says Recess Marker Bands 
 

UNITED STATES PATENT AND TRADEMARK OFFICE
OR 3E PATEN

MEDTRONIC, INC
MEDTRONIC VASCULAR,

115 Q. Allright. So in the 2005, 2006 time frame,if

16 you saw Kontos, would you want to recess the marker band
  
 17 to make the outer surface smooth?

118 MR. KOHLHEPP: Objection, scope.164

L

: es19 - -
20 =
21|PLACE: rio, Canada
22| (wiav <

 
Ex-1801, 75:15-19 (Graham)

 

Toronto Inta
via videoconference)

NO.: MW @ 269

REP ED BY wn Workman Bounds

text Legal Solwow. veritext.com $$8-391-3376
Medtronic Ex-1803

Medtronic v. Teleflex
TPR2020-001 26/-127/-128/-12G/-130/-132/-134/-135/-136/-137/-138 Page 1

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE



IPR2020-01342, -01344: Graham Never Used Raised Marker Bands 
19 Q.Haveyoueverusedacatheterassemblywith

Page 1

BEFORE THE PATE!

3| MEDTRONIC, INC., and A No.AMEDTRONIC VASCULAR, INC.,

 

 

 
|

eeee Le Q. In the 2005 to 2006 time frame, then, I'm

1) ERR 23 assuming you'd agree it was commonpractice to dispose 

”|aenzoz0-on136 [entenc #, 048,032 82 24 marker bands within the extension catheter such that they

 “ me eomgeenen 25 weren't raised as shown in Kontos Figure 1?
és Seite (eee gah See MR. KOHLHEPP: Objection to form;
. TPR2020-00138 {Patent RE47,379 E) foundation.16 VIDEOCONPERENCE VIDROTAPED

DEPOSITION OF

i SS Sam AaSe A. The idea was to have a smooth outer profile, so19 DATE: November 13, 2020

most marker bands were -- tried to -- the attempt was to 
 

SEDORTED + Daim WoekmasDaum, incorporate them into the catheter to try to minimize the
Ventext Legal Solwtions

ae weet 6 protuberance from the exterior surface.
TPR2020-00126'-1 27/-128/-12G/-190/-132!-134/-135/-136/-137/-138 Ex-1 80 1 66: 1 9-67°6 (Graham)
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 

UNITED STATES PATENT AND TRADEMARK OFFICE 

BEFORE THE PATEN

 
63. A POSITA would have been motivated to combine Adams and KontosMEDTRONIC, INC.. ANI

mumexol [0 increase the inner diameter of Kontos’s tube 16 becausealargerinnerdiameter

DECLARATION OF RICH

Ex-1442, 7 63

Page 1 Medtronic Exhibit 1442
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 
64. APOSITA would have been able to accomplish the claimed

combination with a reasonable expectation of success—including by removing
UNITED STATES PATENT AND TRADEMARK OFFICE 

Kontos’s proximal funnel 26 and replacing it withAdams’s proximalside
BEFORE THE PATENT TRIALAND APPEAL BOARD 

 
opening—giventhe teachings of Kontos and Adams. See {j 69-88, infra. InMEDTRONIC, INC.. AND MEDTRONICVASCULAR. INd

ae particular, this design modification was well within the skill of a POSITA,as
TELEFLEX INNOVATIONS S.ARL. é . ° .

Patent Owner. appropriately sized catheters were ubiquitous inthe art. Ex-1410, 452. Indeed,
 

combining the teachings of Kontos with Adams to permit the passage of an

interventional cardiology device—inehuidingBytemovingjproxinalfuel26'S

Case No=TPR2020-01342
US. Patent No: $.142.413

DECLARATION OF RICHARD A. HILLSTEAD, PH.D., F

Page 1 Medtro
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 

UNITED STATES PATENT AND TRADEMARKOFFI

ssonicniavrmaavoanreasoa]@pening(aSOpposedtoaFunnel)efficientlybalancestheseconsiderationsand
MEDTRONIC, INC.. AND MEDTRONICVASCULAR, es

ane‘optimizingtheareaofthepointofentryintotheextensioncatheter.That is. by
vu

TELEFLEX INNOVATIONS SARL. replacing a funnel with an angled opening. the POSITAcaneither(i) reduce thePatent Owner.

 

 

outer diameter of the device while maintaining constant the area of the point ofCase No IPR2020-01342
US. Patent No: $.142.413

entryinto the side opening (and the inner diameterof the extension catheter). or(ii)

DECLARATION OF RICHARD A. MILLSTEAD, Pup.|Maintain constant the outer diameter of the device while increasing the area of
 

entryinto the side opening (and the inner diameterof the extensioncatheter).

Ex-1442, | 84

Page 1 Medtronic Exhibit 1442
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IPR2020-01342, -01344: Patent Owner Again Argues “New” Evidence 
UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOAR

The Petitioner's ReplyMEDTRONIC, INC..AND MEDTRONIC VASCULAR. ]j
‘S.

contends, for the first ttme, that a POSITA would be motivated to completelyTELEFLEX INNOVATIONS SARL.
tent Owner

oeRDO change Kontos, with numerous changes beyond those advocated in the Petition, for

PATENT OWNER SUR-REPLY example: (1) “recess[ing]” Kontos’s marker bands; (2) aligning distal soft tip 28

with tube 16; (3) removing Kontos’s base portion 18: (4) “taper[ing]” the wire; (5)

somehow “attach[ing]” the thin-tapered pushrod to Kontos’s tube wall without

base portion 18, and (6) “imcreas[ing]” the diameter of“tube 16.”

 
Sur-Reply, at 3
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 

TEEatgee For example. the protruding base section 18 of Kontos’s support catheter

BEFORE THE PATENT TRIAL AND APPEAL BOAR'|creates an “eccentric cross-section”that “provides leverage for facilitating

manipulation ofbody 12.” Ex-1409, 4:34-38_ Similarly[Petitionersnew
TELEFLEX INNOVATIONS$.A.RL.

Pateat Owner.

USPuteaNo.8142413 (pushwire(Reply. 13 n.3, 19), contradicts Petitioner's argumentin a related IPR

MEDTRONIC, INC.. AND MEDTRONIC VASCULAR_I
Petitioners.

that a POSITA would be motivated to modify Itou’s pushwire because whereit hasPATENT OWNER SUR-REPLY

been flattened created a “potential weakness point in the catheter.” IPR2020-
 

00135, Paper 82. 17.

IPR2020-01342, Paper 52 at 5-6

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 228



IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New

 Patent Owner’s Alleged Support or Responsive Other Support Offered by
“New Modifications” Argument Foundin: Petitioner

Removing Kontos’s funnel Petition at 56-61 Ex-1442 (Hillstead), {| 63-64;
Ex-1405 (Brecker), 4] 210-21

Aligning Kontos’sdistaltip Petition at 63 Ex-1405 (Brecker), J] 252;
with tube 16 Ex-1807 (Jones), {J 128-30

Removing Kontos’s base PORat 26-31 Ex-1807 (Jones), {J 118-20
portion 18

Tapering Kontos’s pushwire PORat 26-31 Ex-1807 (Jones), J 131-32

Increasing the diameter of Petition at 57; POR at 42-43 Ex-1807 (Jones), ¥] 134-35
tube 16
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 IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New
  

  

 

 
 

{QU UNOE
TISO05439+454 js

    

| Insertion wire 14 is attached to base portion 18 at
=.) proximal end 20 of tube 16, and preferably is perma-

across|nENty affixed thereto. For example, as best shown in
aan PIGS. 1, 3 and 4, wire 14 may be connected to base

<a POrtion 18 by inserting it into a receiving hole 34, and
‘visu Affixing it therein by, for example, gluing, pressure fit-
set) ting, shrink fitting, or the like. Alternatively, tube 16

-<s<<\ May be molded directly onto application wire 14. Nu-
=<. Terous other methods ofconnecting wire 14 to body 12
<<: Will readily occur to those skilled in the art. It will be

 
United States Patent ).»)Kontos 

(S4| SUPPORT CATHETER ASSEMBLY
[75] Aaventer  Ftmrres B, Keming, Weextclifl Lake

173) Assignee: SeibdnSitesCirpuiationAppl. Ne: 267,037
a Pict Fun. 27, 1904

Related U.S. Agpication Date
[63] Costnsatioe of Sex. Na 925364, Aug. 7) 1992, akaodowd.

 
 
 
 
 
 

 
 

2) Ie as

=is affixed thereto, provides leverage for facilitating ma-
~|nipulation ofbody 12 

Ex-1409, 4:25-38
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IPR2020-01342, -01344: Petitioner’s Modifications to Kontos are Not New 

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

Allied Erecting & Dismantling Co. v. Genesis
Attachments, LLC, 825 F.3d 1373, 1381 (Fed. Cir. 2016)
(internal citations omitted)
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IPR2020-01342, -01344: Representative Side Opening Claim 
USonk 624 FR?

\) United States Patent jw) Patent No: US 8,142,413 B2Root ct al io) Date of Patent: far. 27, 2052 

‘| 9. The method as claimed in claim 1. further comprising
sf extending the interventional cardiology device through a
o defined by the proximal portion of the
“| tubular structure and extending for a distance along the lon-
| gitudinal axis of the proximal]portion ofthe tubular structure

<a"! while the proximal portion remains within the lumen ofthe
~~ | guide catheter.

 
  

Ex-1401, claim 9 (’413 patent)

\ga
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IPR2020-01342: Adams

 

A
vu» United States
op Patent Application Publication. run.

Adams ct al, (42)Pubs, 1 
(4) DEVICE TC CREATE PROXIMAT STASIS

Ex-1435, Fig. 3A
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 233



IPR2020-01342: Adams

us (0ENA
um United States
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IPR2020-01344: Ressemann

S00760461 202

«> United States Patent (1) Patent No: US 7,604,612 B2Ressemaun et al #5) Date of Patent: Con, 20, 2000

 
} wa, a = ] /} I- 7 |
oe) te th PH fe Ex-1408, Fig. 1A

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 235



 IPR2020-01342, -01344: Motivation for Side Opening

1. Smooth Passage of Extension Catheter Through
Guide Catheter
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  IPR2020-01342, -01344: Smooth Passage of Extension Catheter

DECLARATION OF STEPHEN JON DAVID BRECKER,

MD, FRCP, FESC, FACC

 

217. Further. a POSITA would additionally have wanted to use a proximal

side opening because such a design promotes “smoother passageofthe extension

catheter as itis advanced through the guide catheter (1.e.. navigates a patient's

vasculature) from the side of insertion into the body to the occlusion site. Ex-1408.

6:52-57; Ex-1425, Abstract. [0034]. This is equally a concern when using a

femoral or radial access poimt. Using an angled side opening can reduce the

amount of force necessary to advance the catheter through tortuous vessels.
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IPR2020-01342, -01344: Smooth Passage of Extension Catheter 
(00

1a United States Patent © Patent Now: US 7,604,612 B2Ressemannct al. 45) Date of Patent: Oct. 20, 2009
BOLE PROTECTION DEVICES AND

ETHODS OF USE

The proximal and distal ends 140a, 1406 of the
evacuation lumen 140 are preferably angled to allow for
smoother passage of the evacuation sheath assembly 100
through a guide catheter, and into a blood vessel, and to
facilitate smoother passage of other therapeutic devices

mough the evacuation lumen140 ofthe evacuation head 132.
Ex-1408, 6:52-57 (Ressemann)

 
ad
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IPR2020-01342, -01344: Smooth Passage of Extension Catheter 
 

 

00A
oo United States Patent ) Patent Ne: US 7,422,579 B2

Wale etal __ an Dat Sep. 9, 2008 

 
  
  
 

 Inventors: Dennis W. Wahr, Ann Arbor, MI (US);
= a ThomasV. Ressemann,St. Cloud, MN

= 3 as (US); St. Paul, MN (US);
mt 3 David J. Blaeser, Champlin, MN (US);

Michael Berman, Minnetonka, MN
(US)

 

 Ex-1123 (Keith)

Medtronic Ex-1123
Medwons v. Teleflex

TPR2020-00 1 26/-127/-128/-129/-130/-132/-134/-135/-136/-137/-L38 Page 1
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 IPR2020-01342, -01344: Smooth Passage of Extension Catheter

{VEEUSOE™MIIS 9B?

©) Patent Ne: Us B2

The

| proximal and distal ends 140a, 1404 ofthe evacuation lumen
_| 140 are preferably angled to allow for smoother passage of
| the evacuation sheath assembly 100 through a guidecatheter,

and into a blood vessel, and to facilitate smoother passage of
other therapeutic devices through the evacuation lumen 140
ofthe evacuationhead 132.

 
Ex-1123, 7:54-60 (Keith)

00 | 26/-127/-128/-129/-130/-132/-134/-135/-136)/-137/-L38
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IPR2020-01342, -01344: Smooth Passage of Extension Catheter 
PROTECTIVE ORDER MATERIAL

it is believed that the geometries of the(fUiHENARGBalGGnEmbOdimentsCOntIDUTETOTS

(Pushabilityproblemsof the Adams device, discussed above, and that the same configuration

would cause the same problem for the Crittenden andK@mtesUevices»
 

Ex-1819, J 113 (Keith)

Confidential - Attorneys’ Eyes Only VSIMDT00132948
M ¢ Ex- 1819

Medtronic v. Teleflex
IPR2020-00126'-127'-128/-129/-130/-132/-134/-135)-136/-137/-138 Page |
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IPR2020-01342, -01344: Motivation for Side Opening 

2. Safe Retrieval of Extension Catheter
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IPR2020-01342, -01344: Retrieval of Extension Catheter 
(QUWBTSO0S494454

 
United States Patent 1») (12) Patemt Number: 5,439,445
Kontos Ss} Date of Patent: Ang. 8, 1995
(84, SUPPORT CATHETER ASSEMBLY Si4ken? O/H Show. 5147.37) O/TOR) Sahota
[75] Anventerorsaal B, Komios, Weextclifl Lake (List comtiniect om pect! page.)FOREIGN PATENT DOCUMENTS73, Assignee Deaton Scieatific Corporatio
t ' Watertown, Mass. ~ voRek sanWoRAMe S/O WHO -

PPaoePPPFnv7rrm7‘aPPPIFro
eeOr, 

Ex-1409, Fig. 7
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 IPR2020-01342, -01344: Retrieval of Extension Catheter

DECLARATION OF STEPHEN JON DAVID BRECKER,

MD, FRCP, FESC, FACC

219. In this embodiment, after the procedure, the support assembly 10 must

return to the guide catheter 38. A POSITA would appreciate that the flared

proximal opening of the tubular structure (body 12) was a poor design choice.(This)

proximallytowardtheguidecatheter.The smaller cross-sectional diameter of an

angled proximal opening would likely reduce the likelihood ofdamaging the

coronary artery and result in easier re-imsertion into the guide catheter.

 
Ex-1405, J 219 (Brecker)
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IPR2020-01342, -01344: Retrieval of Extension Catheter 
(MOUNTUS ONO

» United States
> Patent Application Publication (0, tab. So: US 2004/0010280 AL

Adams et al, 10) Pub, Dates Jan, 15, 2004
 

DEVICE TO CREATE PROXIMAT, STASIS
pitt (2. Adana, J oay Tales. Ml: Richard S. Keedetin, Laer

Sj eat Do Ander, ¢9>y

Proximal end 31is preferably cut or formedat 
  

an angle to the seal axis to facilitate unimpeded entry of the
seal’s proximal end into the distal end of the guide catheter.

lo Na \

dhe D Ex-1435, [0066]
</ €
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IPR2020-01342, -01344: Retrieval of Extension Catheter 
 

UNITED STATES PATENT AND TRADEMARK
BEFORE THE PATENT TRIAL AND APPEAL

S.A.R.L.,

  
8 Patent Owner

3
IPR2020-00 Pat 0 B2)

° IPR2 Pate 032 Bz)
IFR2 Pater Oo:

11 IPR2 Pate 90 2B)
IPR2 Pater Oo Ez)

12 IPR2 Patent 7 760 =)
IPR2 Patent REAS, aSe 2)13 IPR2 Patent RE45,776 2)
IPR2 Patent RE45,776 E}

14 IPR2 Patent RE47 2)

IPR20 Pater REST 7 2)5
6 IDEOCONFERENCE VIDE PED

17 JOHN J. RaDs, MB oI MRCP (113
19 DATE: November 19, 2020
20 TIME: 9:03 a.m.

1 PLACE: co Canada
ce (via vio 0 ference

3 JOB NO.;: MW 4339269 
REPORTED BY: Dawn Workman Bounds, CSR
 

Veritext Legal Solutionswunw veritext.com

TPR2020-00126/-127'-128/-129/-130/- 132/-134/-135/-£36/-137/-138

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Your question 1s, would an angled side

opening be moreeasyto retrieve into the guide.

| have extruded angled guide extensions

out of a guide catheter, and I have been able to safely
retrieve them.) But I have never extruded sucha device

as this. So your question 1s, would it be easier for the

angled one? ‘IT have retrieved angled ones, yes; butI

have never used such a catheter. So it's going to be

difficult for me to say definitively, but I do knowthat

angled proximal catheters like the GuideLinerI have
extruded and haveretrieved.

oe Ex-1801, 72:21-73:6 (Graham)
246

 



IPR2020-01342, -01344: Retrieval of Extension Catheter
 

14 And so my question 1s if you found

15 yourself in that situation, where the proximal end ofthe

| 16 extension catheter was distal to the distal-most portion

‘| =21 17 ofthe guide catheter, would youpreferto have the
-|:==| 18 funnel as shownin Kontosor a proximalside opening?

19 MR. KOHLHEPP: Objection, form.

A. In that hypothetical situation,(wouldpretep
 

TPR2020.00126/-127/-128/-129/-130/-132/-134/-135/.136/-137/-138 eeai Ex-1801 F 79:14-21 (Graham)
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IPR2020-01342 & IPR2020-01344: Motivation for Side Opening 

3. Maximize “Real Estate” Inside Catheter Assembly
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IPR2020-01342, -01344: Side Opening

UNITED STATES PATS! AND TRADEMARK OFFIC
PORE D

1119 Q. And you'd agree that that type offunnel1s not
120 a good wayor does not maximize the usable real estate in

‘| 421 the catheter assembly, right?

|422 A. Youare sacrificing some ofyourinner

‘| 123 dimension forthat funnel; so yes, what you are saying is
“| 424 true.

 
Ex-1813, 92:19-24 (Graham)

‘Verizext Legal Solutions 888-391-3376
Medtronic Ex-1313

Medtronic v. Ted

Www ventext com

TPR2020-00126/-127/-128/-129/-130/-13/-134/-135)-136/-137/-138 Page 1
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IPR2020-01342, -01344: Transition from 7 French to 6 French GC 
DECLARATION OF STEPHEN JON DAVID BRECKER,

MD, FRCP, FESC, FACC

212. In 1995, when Kontosissued, the guide catheter was typically 7-8

French in diameter. See J 46, supra. By 2006. a 6 French guide catheter had

become more common./d(hesesihallerguidecathetershadSeveraladvantages;

(i) permitted radial access of the catheter assembly” and(ii) reduced thesize of the

access point, regardless of whether femoral or radial access is used. But as the

diameter of a guide catheter decreases, that also means that the diameter of the

extension catheter must decrease. Because of this, the proximal opening 20 of the

tubular structure 12 must decrease. See Ex-1409_ Fig. 6B.
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 IPR2020-01342, -01344: Transition from 7 French to 6 French GC
DECLARATION OF STEPHEN JON DAVID BRECKER,

MD, FRCP, FESC, FACC

Frenj a b

had t d

cathe

assel

fema

that ;

ofthi

1409
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IPR2020-01342, -01344: Teleflex Argues Kontos Already Used in 6 French GC 

DECLARATION OF PETER T. KEITH

253, In my opinion, a POSITA would not have been motivated to reduce

the outer diameter of Kontos’s device because I believe that the Kontos device as

disclosed would already have been expectedto fit inside a 6 French guide

catheter.

 
Ex-2138, 253 (-01342 IPR) (Keith)
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IPR2020-01342, -01344: Funnel Heightis 0.005 Inches in 6 French GC 
DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

If Kontos is deployed in, for example, a@FRGidsCatheterWithi

GERMSEOPOOOMEHES, the maximumthe outerdiameterofthe funnel’s

apex can be is 0.070 inches. This means the maximumheightthat the funnel adds

to catheter 10°s outer diameter is 0.005 inches. This is schematically represented in

the figure below.

STENT 10 
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IPR2020-01342, -01344: No Funnel Function in 6 French GC 

DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

121. A funnel with only a maximuminclination of0.005 inches over a

longitudinal distance of 0.1 inches provides a lessthan3-degreeangleof ‘inclination. Such a small angle would provide mmumal funneling function.

Ex-1807, J 121 (Jones)
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IPR2020-01342, -01344: Danger ofAdvancing Assembly in 6 French GC 
SUPPLEMENTAL DECLARATION OF

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

Anyactual funneling function would be(@utwieghedbythe

(Potentialdangepof advancing a catheter assembly that “rubbed” against the guide

catheter during passage from the hemostatic valve to a locationdistal the distal-

most portion ofthe guide catheter.

 
Ex-1806, §] 116 (Brecker)
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IPR2020-01342, -01344: Graham “would not expect it to go” in 6 French GC

 

 

20 If the outer diameter of Kontos' funnelat

: samsamsrenso sseeseoof 2] the proximal end was 0.070 inches, that would at least--

*|rmanWaseca 22 or that would hinder the ability to facilitate smooth

curve eof 23 passage ofthe catheter through the guide catheter?

 

BEcai 24 <A. I would expectit to be a not easy insertion.
we) acter teem Secie: Steep 25 It depends on the deformability ofit.
aeee eee eee You may be able to compress it down and

ae : 2 crimp it down on get in that way. But you -- for your
«|._—— a 3 argument, .07 inside .07 doesn't -- doesn't equate. ®
‘sumanssn|S 4 QUGUTEIIOTERPECHIRTEIoloEoleasily?
=| tee 5 QQ. And smooth passage is something that you prefer 

REPORTED BY: Dawn Workman Bounds, CSR

eeonmee 6 to have if possible as an interventional cardiologist?
 

Www.ventext.com

TPR2020-00126/-127/-128/-120)-130/-132/-134/-135/.136/-137/.138 , 7 A : Agreed, yes -
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE Ex-1801, 116:20-117:7 (Graham) 256



IPR2020-01342, -01344: Small Extension Catheter can Hinder Entry of Therapy Catheter 

UNITEDSTATES PATENT git

Kontos’s tubular structure (tube 16) must decrease. /d.; Ex-1409, Fig. 6B. And ifBEFORE THE PATENT T

  the cross-sectional diameter of the proximal opening ofthe tubular structure
MEDTRONIC, INC.,. AND MI

Pew

becomestoo small, it can hinder entry and/or advancementofthe therapy catheter.
TELEFLEX INNC

evel Ex-1405, 213.
Case No.: IPR2020-01542

US. Patent No. 8.142.413 Paper 1 at 56-57 (-01342 IPR)

PETITION FOR INTER PARTES REVIEW
OF U.S. PATENT NO. 8,142,413
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IPR2020-01342, -01344: Small Extension Catheter can Hinder Entry of Therapy Catheter 
DECLARATION OF STEPHEN JON DAVID BRECKER,

MD, FRCP, FESC, FACC

For example. as shown below, I have demonstrated howthe

cross-sectional inner diameter of the tubular structure must be reduced when using

a funnel as opposed to a side opening. 
DEMONSTRATIVE EXHIBIT—NOT EVIDENCE Ex-1405, J 213 (-01342 IPR) (Brecker) 258



IPR2020-01342, -01344: Motivation to Increase ID of Extension Catheter

18 Q. Allmght. So is another way to think about

19 that, thatyouwanttotrytohavethelargestpossible

1@=APES) Youwantto -- you want to maximize the
23 usable inner diameter without having to compromise with a

24 bigger outer diameter or catheter it goes 1n, yes.

25. Q. And that goal 1s similarly important in the
| 2005-2006 time frameasit is today?

/2 A. Realestate is -- we are more aware ofreal

3 estate. The phrase hadn't really been described then.

4 It's used more often now, but the concept would have been

 
Www veniestcom

TPR2020-00126-127/-128/-129/-130-132/-1 34/-135)-136/-137/-138 P 5 similar.
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 IPR2020-01342, -01344: Kontos’s Diameter Greatest at Funnel

Schematic Based on Patent Owner Argument that Kontos Used with 6
French GC

STENT 10

 
Ex-1807, {| 120 (Jones)
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IPR2020-01342, -01344: 7 French or 6 French GC

STENT 10
24

NW\ete)
a

aos
heheh 

Ex-1405, J] 193 (-01342 IPR) (Brecker)

0.070 inches STENT 10
=e 0 6 ‘ 2 7 .SSSANASANNAAANAASSASSINANSSSSASSSSANSSSSASASS

‘reruns

Cc c) ©) e) Fa |
NAASASAAAAAARARARALARRRRRREEEEEEELEEEEEEEREEESEELELEEEEEESEEEEEEEEESAESEESEEEEEEEEET ESE

28 2 34 5. 48 'e

FIG, 1
< 0.005 inches ———————— 0.020 inches

tapers

 
Ex-1806, {J 128 (Brecker)
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IPR2020-01342, -01344: Kontos’s Marker Bands 
{IEAAUSO0S4384454,

11) Patent Number: 5,439,445

  
United States Patent (.»
Kontos

ss] Marker band 30, whichis disposed at distal end 24,is
-| preferably composed of a material that is detectable

esx | Subcutaneously through the use ofX-ray or fluoroscopy
“.«=4 techniques,ie., it is preferablyradiopaque.As shownin

=| FIG. 1, marker band 30 may be retained between soft
=| tip 28 and tube 16 within recess 36./Of course, numerous

-.| other methods for disposing marker band 30 at distal
| end 24 will be readily apparent to those skilled in the

  
  
  

  
 

Ex-1409, 4:16-24
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IPR2020-01342 & IPR2020-01344: Motivation for Side Opening 

4. Smooth Receipt of Interventional Cardiology
Devices
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 IPR2020-01342, -01344: Ressemann Teaches Smooth Receipt of IVCD

01180

The proximal and distal ends 140a, 1404 of the
evacuation lumen 140 are preferably angled to allow for
smoother passage of the evacuation sheath assembly 100
through a guide catheter, and into a blood vessel, ‘and to
facilitate smoother passage of other therapeutic devices

eroug) the evacuation lumen 140 ofthe evacuationhead 132.
Ex-1408, 6:52-57 (Resseamnn)

 
yes
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 IPR2020-01342, -01344: Keith Teaches Smooth Receipt of IVCD

Ms00oo5 9i?

The

proximal anddistal ends 140a, 1404 ofthe evacuation lumen
140 are preferably angled to allow for smoother passage of
the evacuation sheath assembly 100 througha guidecatheter,
and into a blood vessel,/and to facilitate smoother passage of
other therapeutic devices through the evacuation lumen 140
ofthe evacuation head 132.

 
Ex-1123, 7:54-60 (Keith)

Medtronic Ex-1123
Medacnic v. Teleflex

Page
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IPR2020-01342, -01344: Teleflex’s Catch-Point Argument

Exposed Gap

Guidewire-like tip of
balloon catheter

 
Ex-2145, J 201 (Keith)
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IPR2020-01342, -01344: Brecker Showsno Catch Point

FEAARNENAANAAAAAAAANA

HSSSSSSSSSSSSSSSSSSSESSSESSEUSSESSUSSOSSSSNSSSSSSSSSSSSSSSSSUSSOSSSSSSNS

 
Ex-1806, J] 122 (Brecker)
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IPR2020-01342, -01344: Ressemann/Keith Gap is Larger

Each gap = 0.009 inches

————————I),

CUS; 144

Ex-1806, J] 125 (Brecker)
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IPR2020-01342, -01344: Brecker Testimony

Not only do Ressemannand Keith not

suggest that the relationship between guide catheter and extension catheter will

cause device hang-up, but both teach that their proximal opening will “facilitate

smootherpassage of the other therapeutic devices through the evacuation lumen

140 of the evacuation head 132.” Ex-1008, 6:52-60; Ex-1123, 7:54-60. Because

RessemannandKeith’sgapisnearlytwiceasbigastheallegedproblematicgapin

(Koni68) I do notbelieve that replacing Kontos’s funnel with a side opening (and

making no further modification) will cause device hang-up.

 
Ex-1806, {] 125 (Brecker)
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IPR2020-01342, -01344: Keith Patent Has No Funnel/Bevel 

  : 15 Q. Andthis patent where you have your name on
|=116 it, nowherein this patentis there anything about

. =| 17 the use ofa flare or a reverse bevel, correct?
18 A. I don't see it in anyof the figures.

  
  
 

Ex-1800, 149:15-18 (Keith)
PLACE: Veritext Virtual Videoconference

 
‘Veritext Legal Solutionswww.veritext.com SSS-391-3376

Medtronic Ex-1800
Medtronic v Teleflex

IPR2020-00126/-127/-128/-129/-130)-132/-134/-135/-136/-137/-138 Page 1
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IPR2020-01342 & IPR2020-01344

5. Obvious to Achieve 1 French
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 IPR2020-01342, -01344: 1 French

USoog 624 2

») United States Patent jo) Patent No: US 8,142,413 B2Root ct al 45) Date ofPatent: Mar. 27, 2012 

 
 

<=} 13. The method ofclaim1, further comprising selecting the
“=a...}eross-sectional inner diameter of the coaxial lumen of the
4 {tubular structure to benotmorethanoneFrenchsmallerthan

the cross-sectional inner diameter of the guide catheter.  
Ex-1401, claim 13 (’413 patent)
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IPR2020-01342, -01344: 1 French 
NON-PUBLIC VERSION — PROTECTIVE ORDER MATERIAL

Trals@uspto_gzov
571-272-7822

Petitioner's arguments with respect to claims 8 and 18 are premisedUNITED STATES PATENT AND

ssornensovmua] 08 one of ordinaryskill in the artfemovitigKontos’sfunnelinfavorofa
sideopening. Pet. 71-72.Asdiscussedabovewithrespecttoclaim3.weMEDTRONIC. INC.. and MEDTRO

Petitioner,

scarenotpersuadedthatthismodificationtoKontoswouldhavebeenobvious.
TELEFLEXeeY

“| Moreover, as noted by Patent Owner, the argumentthat one ofordinary skill

aso?) in the art would recess the marker bands and modify the pushrod structure ofPatent 8.048.032

Kontos requires significant modifications ofKontos’s device, modifications

that were not proposed in the Petition. Sur-Reply 23-24: Pet. 71-72. The

FWD(Paper 105) at 51 (-01342)

Before SHERIDAN K. SNEDDEN. JON B.
CHRISTOPHER G PAULRAI, Administrati

SNEDDEN,Administrative Patent Judge.

 
JUDGMENT

Final Written Decision
Determining Some Challenged Claims Unpatentable

Granting Patent Owner's Contingent Motion to Amend
35 USC. § 318(a)
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IPR2020-01342, -01344: 1 French 

A POSITA would have been motivated to combine Takahashi with KontosUNITED STATES PATENT AND TRADEMARK O

Jj and Adams. given the former teaches that thenot-more-than-oneFrenchBEFORE THE PATENT TRIAL AND APPEAL BOA!

(Gifferential|improved backup support ofits catheter assembly. Id; Ex-1442. J¥ 99-MEDTRONIC. INC..AND MEDTRONIC VASCULAR.

Petitioners.

101. Specifically, Takahashi describes a “five-in-six system [as] a method ofv.

TELEFLEX INNOVATIONS S.AR_L..

Betact inserting a 5 Fr guiding catheter ... into a 6 Fr guiding catheter to increase backup 
US.PatentNo.8.142413 support.” Ex-1410. at 452.

PETITION FOR INTER PARTES REVIEW Petition (Paper 1) at 73 (-01342)
OF U.S. PATENT NO.8,142,413
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IPR2020-01342, -01344: Takahashi Teaches Imp 
Basic Science Review

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

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

Takenar! Itoh,* pao
A8 Fr guiding catheter ic commorly usod in the percutaneous coronary intervention(PCI. However, one of the limitations of the 6 Fr gusciing catheter is tt: weak backup
support compared to a 7 or an & Fr guicing cathoter. In this article, we prasont a nowsystem for PCI calec the fve-in-ste system. Between March 2003 and Sapiember 2003,
the: system was tried on cight chronic total coclusion cases. The advantage of theTive-in-sit System is that it increases hackup Suppor of 2 6 Fr quicing catheter CatheterCandiovase Interv 2004;63452-456 © 20 wiey-Lss me
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INTRODUCTION
Cumenily, a6 Fr guiding catheter is commonly used fa

Percutaneous coronary intervention (PCI), since tis uselication, cnable carly am-
Dolation, and reduc eptiod of he coamast dye
[1-4]. Major limitationsof26 Fr gaiding catheter arethe
inner lumen is not big enough to accommodate bulky
atherectomy devices, aadiis Dackup Suppor Is Aor stroag
compared to 2 7 of an § Fr catheter In this report, wedemonstrate a new technique for PCI called the five
in-sit system, which increases a backup support of 4.6 Fr
guiding catheter.

 
can decrease acces: 

 

 
 

MATERIALS AND METHODS
The Five-in-Six System

The fve-in-six sysiem ts 2 Method of (nsering a 3S Brguid atheter (Heartrail, Terumo, Japan) into a 6 Frg catheter Lo im 
 
 

 «¢ backup support
Fr inner guiding catheter into the targ

rough the cuter 6 Fr guiding catheter, stronger
support can be generate: IA).

This 3 Fr Heartrail straignt puiding catheter is 120.cm
in length. whereas the 6 Fr guiding catheter is 100 cmThe 5 Pr Meartrail catheter has a very soft 13 cm cad
Portion. This soft end portion can easily negotiate the
tortuous coronary artery with the minimal damage aad
thea it can beinserted more deeply inte the artery. Theinner lumen of the 3 Fr Heartrail catheter is 0.059" ta
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diameter; it can accept normalballoon:
systerasless than 4.0 men in diameter. The
the outer 6 Pr catheler needs to be more
diameter to accommodate the 5 Fr Heartrail catheter,
Launcher (Medtronic) Neartrail and Radiguide
(Terumo) guiding catheters can meet this inner lumendiameter.

 

Jn Vitro Ex periments
We measured the hactup support of this Mvete-six

system in yilro using 2a expernmenial system. The artery
model had three curves simulating tortueus coronary
arteries It was filled with water that was kept at 37°C
Fig. 1B). A guiding catheter was enpaped into the os.

iumof the artery model. Then a rapid-cxchange balloon
catheter (Ryujin 25 x 20 mm: Terumo) was past
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system for PCI called the five-in-six system. Between March 2003 and September 2003,
this system wastried on eight chronic total occlusion cases.

Catheter

© 2004 Wiley-
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 IPR2020-01342, -01344: 1 French

DECLARATION OF MICHAEL JONES

SUBMITTED IN SUPPORT OF PETITIONER’S REPLIES

se(Straightforwardmodificationsresults in a configuration

schematically represented below.

0.070 inches ,, STENT 10
o~ 5 2 ‘ ;

SSSSASASASANSAASNAASSASSASAINAASANSAASAASSASNAAASSASSASNSASANASSASSAASASSSAAN

C) Cc) ©) c) : |REey > of oo _| eset
DSSSASSAAASSASSSSSSSSAAASAASSSASASSSSSASSSASASSASSAASSSSSASSASSS AX

28 2 34 3 16 4

FIG, 1
< 0.005 inches ——K— 0.020 inches

tapers

 
Ex-1807, J] 133 (Jones)
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IPR2020-01342, -01344: Jones Testimony 
6 Q. Okay. And you don't see any

tiSiohie 7 inconsistencies by saying that one of ordinary
aneee 8 skill in the art would pound Kontos's wireflat.

 

MEDTRONIC, INC., AND NEDTRONIC

reise 9 even though with respect to anotherpiece of prior
OUatee 10 art, youcriticized that prior art because that

  
 
 
   

 

aaeeee,11 prior art poundsthe wireflat. no] naoen 96120 (eames300-8 12 A. Yeah. Because the -- again. I stand by
|, ee eee 13 that statement.(HSGiEERCSiiproducineaiap

Ho There's a wholelot less work -- or

as|BETOa. fesilecdotnnes, HER, CHR, CRC, REA 19 work-hardening in the relatively large size that's Veritext Legal Solutionswwwvenitext.com 388-391-3376
20 beenflattened versus the veryendthat's
21 flattened.

Teleflex Ex. 2241
Page 1 Medtronic v. Teleflex

[PR2020-00127
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IPR2020-01342 & IPR2020-01344

6. Issues Specific to -01344 IPR
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Issues Specific to IPR2020-01344

1. Root is Prior Art
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IPR2020-01344: Obviousness Under Root 

UNITED STATES PATENT AND TRADEMARK OFF,

 
The Challenged Claimsrecite an extension catheter having a “segmentBEFORE THE PATENT TRIAL AND APPEALBOA!

ieesnicec e0c...ken aacerracoue oseLAD defining a side opening’that 1s in a separate and distinct region from the claimed
Petitioners

“substantially rigid segment.” Ex-1442. 9 35-40.(Thereisnosupportinany)
TELEFLEX INNOVATIONS SARL

sis=‘specificationintheprioritychainortheoriginalclaimsforasideopeningthatis
Case No.: IPR2020-01344

—__|(@uteidetheSiibstantiallyfigidSegmend/c.. £7 41-63. Therefore, the Challenged
PETITION FOR INTER PARTES REVIEW

OF U.S, PATENT NO. RE46,116

Claims are not entitled to their claim of priority.

IPR2020-01344, Petition at 62

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE 280



IPR2020-01344: Obviousness Under Root 
CASE 0:19-cv-01760-P.JS-TNL Document 247 Filed 04/09/20 Page 1 of 17

UNITED STATES DISTRICT COURT
DISTRICT OF MINNESOTA
 

VASCULAR SOLUTIONS LLC; ARROW (Case No. 19-CV-1760 (PJS/TNL)
INTERNATIONAL,INC,; TELEFLEX LLC;
and TELEFLEX LIFE SCIENCES LIMITED;

Plaintiffs,
ORDER

v.

MEDTRONIC, INC. and MEDTRONIC
VASCULAR, INC,,

Defendants.

J. Derek Vandenburgh, Tara C. Norgard, Joseph W. Winkels, AlexanderS.Rinn, and Shelleaha L. Jonas, CARLSON, CASPERS, VANDENBURGH &
LINDQUIST,P.A,,for plaintiffs.

Kurt ]. Niederluecke, Lora M. Friedemann, Laura L. Myers, and Anne E
Rondoni Tavernier, FREDRIKSON & BYRON,P.A., for defendants.

Plaintiffs Vascular Solutions, LLC, AcrowInternational, Inc., Teleflex LLC, and

Teleflex Life Saences Lumited (collectively Teleflex") bring tus patent-infrmgement

action against defendants Medtronic, Inc, and Medtronic Vascular, Inc. (collectively

*Medtronic”). Teleflex claims that Medtranie’s Telescope catheter infringes claims in

sevenpatents that are directed to guide extension catheters used in mterventional

DEMONSTRATIVE EXHIBIT—NOT EVIDENCE

Teleflexmischaracterizesthelaw.While predictability andcriticality can be

relevant to the adequacyof the written description, the focus is on whatthe disclosure

conveys to persons of ordinary skill in the art. Ariad, 598 F.3d at 1351. This

inquiry—which, again, is a question offact for the jury, id. at 1355—“will necessarily

vary depending on the context,” id. at 1351, and “the precedential value of cases in this

area is extremely limited,” Amgen Inc. v. Sanofi, 872 F.3d 1367, 1377 (Fed. Cir. 2017)

(citation and quotation marks omitted). As the Federal Circuit stated in Anad,

[W]e do not try here to predict and adjudicate all the factual
scenarios to which the written description requirement
could be applied. Nor do weset out anybright-line rules
governing, for example, the number of species that must be
disclosed to describe a genus claim, as this number
necessarily changes with each invention, and it changes with
progress in a field.

Aniad, 598 F.3d at 1351.

 
IPR2020-01344, Ex-1488 at 6-7 281



IPR2020-01344: Obviousness Under Root 
CASE 0:19-cv-01760-PJS-TNL Document 247 Filed 04/09/20 Page 1 of 17

UNITED STATES DISTRICT CO}
DISTRICT OF MINNESOTA) Teleflex next argues that the specification explicitly discloses side openings in 

VASCULAR SOLUTIONS LLC; ARROW Case Ni
INTERNATIONAL,INC.; TELEFLEX LLC;
and TELEFLEX LIFE SCIENCES LIMITED; portions other than the “substantially rigid” portion, poimting to Figure 1 of the

Plaintiffs,

. specification as an example.(ASéan’beSeeninFigures4/and12through’16,however)
MEDTRONIC, INC. and MEDTRONIC

eathelsidisopeningis/actiallyinthelnigidportion:Am. Compl. Ex. G Figs. 1, 4, 12-16; see
J. Derek Vandenburgh, Tara C. Norgard, Joseph W.Rinn, and Shelleaha L. Jonas, CARLSON, CASPERS
LINDQUIST,P.A., for plaintiffs. also Hr'g Tr. 182 (“All of the embodiments disclose [the side opening] in whatthe patent
Kurt J. Niederluecke, Lora M. Friedemann,Laura L.

Rondoni Tavernier, FREDRIKSON & BYRON,P.A. : — : ‘
is calling the rigid portion.”).Plaintiffs Vascular Solutions, LLC, AcrowInternatid

 
Teleflex Life Saences Lunited (collectively Teleflex") bring this patent-infrmgement | PR2020-0 1 344 Ex 4 488 at 7
action against defendants Medtronic, Inc, and Medtronic Vascular,Inc. (collectively :
*Medtronic”). Teleflex claims that Medtranie’s Telescope catheter infringes claimsin

sevenpatents that are directed to guide extension catheters used in miterventional
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IPR2020-01344: Obviousness UnderRoot

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPE
249. A POSITA would have been motivated to locate the side opening

MEDTRONIC. INC.. AND MEDTRONICVA ; . satis 5
‘eeepc outside of the substantially mgid segment because it was knownthat “stents can get

ve

TELEFLEX INNovaTIONS SAR§ damaged entering [a] metal collar.” Ex-1509 at 10. For example, a “main
Patent Owner

limitation” of Teleflex’s original GuideLiner product was that the metal collar (side
Case No.: IPR2020-01344
US. Patent No: RE46.116

opening in the substantially mgid portion) could damagea stent upon entry into the

extension catheter and the prior art suggested “[f]uture catheter designDECLARATION OF STEPHEN JON DAVI
MD,FRCP, FESC, FACC

modificationsto elaminate this risk. Jd.

 
IPR2020-01344, Ex-1405 (Brecker), {] 249
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IPR2020-01344: Obviousness Under Root 

UNITED STATES PATENT) iets betel a

BEFORE THE PATENT 219. A POSITA would have been motivated to modify the side opening

 MEDTRONIC, INC. AND}
shownin Root Figure 4 to change this portion from substantially mgid to flexible

TELEFLEXINNG=(7,@., made of the same material used for the tube of the extension catheter). In

particular. one known drawback of using a ngid side opening is that it can damage

the interventional cardiology device upon entry into the extension catheter.

DECLARATION OF RICHARD A. HILLSTEAD, PH_D., FAHA

IPR2020-01344, Ex-1442 (Hillstead), [| 219
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Issues Specific to IPR2020-01344

2. Kontos’s Tube 16 is Coaxial to Guide Catheter
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IPR2020-01344: Coaxial

DECLARATION OF PETERT. KEITH

Peiehaltees
Gathador taninon Guide Catheter

O e

Axis of Guide

Catheter Lumen
 

Ex-2138, J] 256 (Keith)
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Issues Specific to IPR2020-01344

3. Stents are Deliverable Through Kontos
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IPR2020-01344: Kontos TeachesDelivering a Stent 

UNITED STATES PATENT AND TRADEMARK

BEFORE THE PATENT TRIAL AND APPEAL

MEDTRONIC, INC., AND MEDTRONICVASCU

Petitioners

es

TELEFLEX INNOVATIONS SARL.

Patent Owner

Case No.: IPR2020-01344
US. Patent No. RE46,116

PETITION FOR INTER PARTES REVI
OF U.S, PATENT NO. RE46,116

Further.Kontosteachesthattube16hasa0.045inchinnerdiameter(Ex-1409.

4-46-50).meaningstentandstentcatheterscouldbeadvancedthroughKontos’s

(ibe16)Ex-1405. © 221; Ex-1428, 641; Ex-1497, 104, 269, 274. 280; Ex-1409.

4:64-5:3. Regardless, the Ground II combination modifies Kontos's tube 16 (e-g..

removal of funnel). such that it was possible to deliver larger sized stents. Ex-1405.

§ 222: Ex-1442, © 186-90. Stent delivery was common and combining Kontos

with Ressemann would have required no creativity. experimentation, or invention.

Ex-1405, § 222: Ex-1442. 201.

 
IPR2020-01344, Petition at 46
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ba344: Kontos Teaches Delivering rey(=81  
United States Patent 11 ty PueatNeSumier?
Kontos {45] Date of Patent:   

 
  

  
  
  
  

  
  

  
  

[S4] SUPPORT CATHETER ASSEMBLY sane sm Sahote
16,30) 9tae ‘

§F5] eventer: ives Rha, Yoo Lay {List continued om next pagl
~Thesize and shape of the various elements of support

rmRett assembly 10 may vary depending on the desired applica-
ca ne am won't] thon. In the application depicted in FIGS. 1 to 4, tube 16Related US. Application Data

Caheters to ,, , Tight Cororary a '(63) Continuation of Sex Nu 920.464, Aug. *, 1942, atau ior ond Cardivrascular Diagtosts, 12:184 s

dened. J.P. Redyet al, “Transcatbeter Occ! a im outer
is IaXa _———— _. A6IM 2900 DRY 10 Bronchial Anamomenis by Dex . °1 nae, soa/43, Combined with Caromary Angiogkasty

oh) too dwn,” Br. Heart J. 492867, 1983 . *race sues] inch diameter. (See FIG. 2). At ion 1sics Uang an Iyraccroaary

4/281, 282, 183, |atiog,Woe/t01-198 S iz mat’ Coeidligantole * ” e.f.5 . . ase po 1on. ’be References Chied. 17218-2235 (1999),
US. PATENT mary

eo) body 12 has a 0.065 inch outer diameter.(See, e.g., FIG,
=] 3). Body 12 is approximately 1 foot in length including

‘ssss-0%| approximately 1 inch of base portion 18 and approxi-
Scia mately 0.1 inch of funnel portion 26. Soft tip 28 is ar-

} ranged to extend coaxially from distal end 24 for about
0.08 inch, and marker band 30 is approximately 0.055

=| Inch inner diameter by 0.060 inch outer diameter by
=——| 0.080 inch long.

 
Ex-1409 at 4:46-58
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IPR2020-01344: Kontos TeachesDelivering a Stent

As an initial matter. stent

UNITED STATES PATENTAND TrapEMary Gelivery was common by well before 2006. Further, tube 16 ofbody 12 has a 0.045

woe pverancnonmay inch inner diameter. Ex-1409,4:46-50SSGitSeaSERS

weomosenecoveorowecfIBaeHOHEHeEMERSONCSNEREPOEREMIDEx-1415, 641 CAN
Petitioners.

 

 

Vv.

current slotted tube designs are “bare mounted’ on a delivery balloon. with deflated
TELEFLEX INNOVATIONS S$.ARL

Patent Owner.

profiles smaller than 0.040-in. (1mm)... .“); Ex-1497, 104 (Genic® stent with 

Case No.: IPR2020-01344
U.S. Patent No: RE46.116 less than 0.9 mm (0.035 inch) profile). 143 (Lunar stent with 0.0382 inch profile).

269 (Spiral Force stent with 0.039 to 0.042 inch profile). 274 (Tsunami stent with
DECLARATION OF STEPHEN JON DAVID

MD, FRCP, FESC, FACC
0.95 mm (0.038 inch) profile). The lumen ofbody 12 of Kontos was sufficiently

sized to permit such delivery ofthe balloon catheter or stent.

Ex-1405 (Brecker Opening Declaration), {221
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