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Claim Claim Element CoreValve Evolut R Evolut Pro
(Gen 1) (Gen 2) (Gen 3)

An assembly to treat a native heart The Medtronic CoreValve system is an The Medtronic CoreValve™ Evolut™ R “The Medtronic CoreValve™ Evolut™ “Tl

valve in a patient, the assembly for assembly to treat a native heart valve ina | system is an assembly to treat a native PRO system is an assembly to treat a an.

use in combination with a guidewire, | patient in combination with a guidewire. heart valve in a patient in combination native heart valve in a patient in ap
= the assembly comprising': with a guidewire. combination with a guidewire.
g For example: For
- “The Medtronic CoreValve™ system For example: For example: “Tl
c consists of 3 components: the transcatheter | “The Medtronic CoreValve™ Evolut™ “The Medtronic CoreValve™ Evolut™ are
= aortic valve (bioprosthesis), the delivery R system is a recapturable transcatheter PRO system is a recapturable transcatheter | rep
= catheter system (catheter), and the aortic valve implantation system, which aortic valve replacement system, which Evi
o compression loading system (CLS).... Itis | includes the CoreValve™ Evolut™ R includes the CoreValve™ Evolut™ PRO (bi
g designed to replace the native or surgical transcatheter aortic valve (bioprosthesis), | transcatheter aortic valve (bioprosthesis), Sys
= bioprosthetic aortic heart valve without the EnVeo™ R delivery catheter system the EnVeo™ R delivery catheter system (LS
g open heart surgery and without concomitant| (catheter), and the EnVeo™ R loading (catheter), and the EnVeo™ R loading or
=+ surgical removal of the failed valve.... The | system (LS).... It is designed to replace system (LS).... It is designed to replace wit
& catheter with AccuTrak™ stability layer is | the native or surgical bioprosthetic aortic | the native or surgical bioprosthetic aortic cor
2 compatible with a 0.035 in (0.889 mm) heart valve without open heart surgery heart valve without open heart surgery and | val
g guidewire.” (Medtronic, Inc., CoreValve™ | and without concomitant surgical without concomitant surgical removal of anc
3 System Instructions For Use (“IFU”), 2014, | removal of the failed valve.... The the failed valve.... The catheter assembly | mn
& vdocuments.mx/reader/full/corevalve- catheter assembly is flexible and is flexible and compatible with a 0.035in | PR
i 1 system-transcatheter-aortic-valve-delivery- | compatible with a 0.035 in (0.889 mm) (0.889 mm) guidewire.” (Medtronic, (“T
= catheter-, at p. 2; Medtronic, CoreValve™ | guidewire.” (Medtronic, CoreValve™ CoreValve™ Evolut™ PRO System
c System Instructions For Use (“IFU”), 2017, | Evolut™ R System Instructions For Use Instructions For Use (“IFU”), 2017, at pp.
ng) atpp.2, 11, 17,27,30-31.) (“IFU”), 2017, atp. 3.) 3-4, 14, 15, 21-22, 30-35.)
% a prosthetic heart valve including: The Medtronic CoreValve system The Medtronic CoreValve™ Evolut™ R The Medtronic CoreValve™ Evolut™ The
o includes a prosthetic heart valve. system includes a prosthetic heart valve. PRO system includes a prosthetic heart inc
N valve.
) For example: For example: For
g_ “The terms ‘bioprosthesis’ and “The terms ‘bioprosthesis’ and For example: “TI
2 ‘transcatheter aortic valve’ are ‘transcatheter aortic valve’ are “The terms ‘bioprosthesis' and ‘tra
3 synonymous terms and are used synonymous terms and are used ‘transcatheter aortic valve’ are Syn
o interchangeably throughout the document | interchangeably throughout the document | synonymous terms and are used inte
= to refer to the CoreValve™ device.... Itis | to refer to the CoreValve™ Evolut™ R interchangeably throughout the document | tor
3 designed to replace the native or surgical device.... It is designed to replace the to refer to the CoreValve™ Evolut™ PRO | des
g bioprosthetic aortic heart valve without native or surgical bioprosthetic aortic device.... It is designed to replace the bio
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(Medtronic, CoreValve™ Evolut™ R
System Product Brochure (“PB”), 2017, at

p.-3.)

(Medtronic, Evolut™ PRO System Product
Brochure (“PB”), 2017, at p. 5.)

Claim Claim Element CoreValve Evolut R Evolut Pro
(Gen 1) (Gen 2) (Gen 3)
open heart surgery and without heart valve without open heart surgery and | native or surgical bioprosthetic aortic ope
concomitant surgical removal of without concomitant surgical removal of | heart valve without open heart surgery and | con
the failed valve.” (Medtronic the failed valve.” (Medtronic without concomitant surgical removal of val
CoreValve™ System IFU 2014, at p. 2; CoreValve™ Evolut™ R System IFU the failed valve.” (Medtronic Evolut™ IFU
Medtronic CoreValve™ System IFU 2017, atp. 3.) PRO System IFU 2017, at p. 3.)
2017, atp. 2.)
a stent member having an inner The Medtronic CoreValve system The Medtronic CoreValve™ Evolut™ R The Medtronic CoreValve™ Evolut™ The
channel, includes a stent member having an inner system includes a stent member having an | PRO system includes a stent member inc]
channel. inner channel. having an inner channel. cha
For example: For example: For example: For
“The bioprosthesis is manufactured by “The bioprosthesis is manufactured by “The bioprosthesis is manufactured by “Th
suturing 3 valve leaflets and a skirt, made | suturing 3 valve leaflets and a skirt, made | suturing 3 valve leaflets and an inner skirt, | sutt
from a single layer of porcine from a single layer of porcine made from a single layer of porcine mac
pericardium, onto a self-expanding, multi- | pericardium, onto a self-expanding, multi- | pericardium, onto a self-expanding, multi- | per
level, radiopaque frame made of Nitinol.” | level, radiopaque frame made of Nitinol.” | level, radiopaque frame made of Nitinol.” | leve
(Medtronic CoreValve™ System IFU 201, | (Medtronic CoreValve™ Evolut™ R (Medtronic Evolut™ PRO System IFU (M
at p. 2; Medtronic CoreValve™ System System IFU 2017, at p. 3; Medtronic, 2017, at p. 3; Medtronic Evolut™ PRO 201
IFU 2017, atp. 2.) CoreValve™ Evolut™ R System System Instructions For Use (“IFU”)
Instructions for Use (“IFU”), 2019, at p. 2019, atp. 3.)
3)
| UNSURPASSED
B HEMODYNAMICS.
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the stent member collapsible,
expandable and configured for
transluminal percutaneous delivery,

The CoreValve stent member is
collapsible, expandable and configured
for transluminal percutaneous delivery.

For example:

“The bioprosthesis is manufactured by
suturing 3 valve leaflets and a skirt, made
from a single layer of porcine pericardium,
onto a self-expanding, multi-level,
radiopaque frame made of Nitinol.... Note:
Vascular access should be achieved per
hospital protocol (either percutaneously or
via surgical cutdown). Note: The primary
access artery will be used to introduce the
CoreValve™ system and, if predilatation is
performed, the balloon catheter; the
secondary access artery will be used to
introduce the reference pigtail.” (Medtronic
CoreValve™ System IFU 2014, at pp. 2,
22-30; Medtronic CoreValve™ System IfU
2017, at pp. 2, 21-29.)

“The leaflets that control the flow of blood
are secured to a flexible, self-expanding
metal frame (nickel-titanium) for
support.” (Medtronic, Inc., CoreValve®
TransCatheter Aortic Valve Replacement
(TAVR) Platform Patient Booklet, 2014, at

p-5.)

“A Typical CoreValve® Transcatheter
Procedure .... 2. The interventional
cardiologist or cardiac surgeon will make
an incision and guide a long, hollow tube
(sheath) into your blood vessel.”
(Medtronic, Inc., CoreValve®
TransCatheter Aortic Valve

Replacement (TAVR) Platform Patient
Booklet, 2014, atp. 8.)

The Evolut R stent member is collapsible,
expandable and configured for
transluminal percutaneous delivery.

For example:

“The bioprosthesis is manufactured by
suturing 3 valve leaflets and a skirt, made
from a single layer of porcine
pericardium, onto a self-expanding, multi-
level, radiopaque frame made of
Nitinol.... Note: Vascular access should
be achieved per standard practice (either
percutaneously or via surgical cutdown).
Note: The primary access artery will be
used to introduce the CoreValve™
Evolut™ R device and, if predilatation is
performed, the balloon catheter; the
secondary access artery will be used to
introduce the reference pigtail.”
(Medtronic CoreValve™ Evolut™ R
System IFU 2017, at pp. 3, 24-34;
Medtronic CoreValve™ Evolut™ R
System IFU 2019, at pp. 3, 26-43.)

The Evlolut Pro stent member is
collapsible, expandable and configured
for transluminal percutaneous delivery.

For example:

“The bioprosthesis is manufactured by
suturing 3 valve leaflets and an inner skirt,
made from a single layer of porcine
pericardium, onto a self-expanding, multi-
level, radiopaque frame made of
Nitinol.... Note: Vascular access should
be achieved per standard practice (either
percutaneously or via surgical cutdown).
Note: The primary access artery will be
used to introduce the CoreValve™
Evolut™ PRO device and, if predilatation
is performed, the balloon catheter; the
secondary access artery will be used to
introduce the reference pigtail.”
(Medtronic Evolut™ PRO System IFU
2017, at pp. 3, 25-34; Medtronic Evolut™
PRO System IFU 2019, at pp. 3, 26-42.)
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wherein the stent member includes a
tubular structure away from a central
portion that flares at both ends in a
trumpet-like configuration;

The CoreValve stent member includes a
tubular structure away from a central
portion that flares at both ends in a trumpet-
like configuration.

As depicted in Medtronic’s own
documents, the CoreValve stent member
includes a tubular structure away from a
central portion that flares at both ends in a
trumpet like configuration.

For example:

The Evolut R stent member includes a
tubular structure away from a central
portion that flares at both ends in a trumpet-
like configuration.

As depicted in Medtronic’s own
documents, the Evolut R stent member
includes a tubular structure away from a
central portion that flares at both ends in a
trumpet like configuration.

For example:

The baoprosthesns 11 available for 2 vange of sorhc ammihes mnd ascending acrta diameters
shown m Table |

Table 1: Patient Anatomical Diameters

Bloprosthesis ’ Siaw Acrtic Annulus. | Ascendmg Aora
Model Deameter Diameter
CoreValve™ Evolut™ Bioprosthesis,
MCS-P423-A04 | 23mm | 18mm-20mm | sMmm
CoreValve™ Bioprosthesis
MCS-F3-26-A0A 26 mm 20 mm-23 mm =40 mm
MCS-P325-A0A o mm 73 mm-26 mm <43 mm

MCS-P3-31-A04 31 mm 26 mm=28 mm =43 mm

“22. After attaining optimal catheter
position, slowly turn the micro knob and
begin to deploy the bioprosthesis. As the
inflow aspect of the bioprosthesis starts to
flare outward, monitor bioprosthesis
position under fluoroscopy.” (Medtronic
CoreValve™ System IFU 2014, at pp. 2,
29; Medtronic CoreValve™ System IFU
2017, at pp. 2, 28.)

(Medtronic CoreValve™ Evolut™ R
System PB 2017, at pp. 2, 3, 4.)

The Evolut Pro stent member includes a
tubular structure away from a central
portion that flares at both ends in a trumpet-
like configuration.

As depicted in Medtronic’s own
documents, the Evolut Pro stent member
includes a tubular structure away from a
central portion that flares at both ends in a
trumpet like configuration.

For example:

La 4

(Medtronic Evolut™ PRO System PB 2017,
atp.3.)

w
X
Figure 1: 23 mm Figure 2: 26 mm

P P

Figure 3: 29 mm

Tatée 1: Patent anatomical criteria

Bioprosthesis model  Size Aartic annulus Aortic annulus perimeter
Cansisasend {7 » aortic annulus diameter)
b0 20 men | 534750 5 mm o 82 8 men
B2 Bmm 10723 mm
T2ImmioB17T mm

(Medtronic Evolut™ PRO System IFU
2017, at p. 3; Medtronic Evolut™ PRO
System IFU 2019, at p. 3.)
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