Ex. A: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,007,543 By Edwards

Claim 1
Element Accused Products
T
%Smg ﬁ/]e:r em To the extent the preamble is deemed a limitation, on information and belief, Edwards made, used, offered to
comprising: ysy sell, and/or sold in the United States, and/or imported into the United States each of the balloon catheters used

in its Commander Delivery System (* Commander”), Certitude Delivery System (“Certitude”), NovaF ex
Delivery System (“NovaFlex”), and RetroHex Delivery System (“RetroFlex”) for delivery and deployment of
its Sapien 3, Sapien X T, and/or Sapien products. >

For example:

Commander:

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

clam language. These added designations are not part of the claim language and are not intended to limit the claimsin any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.

2 The Sapien 3, Sapien XT, and Sapien, and their corresponding delivery systems, are collectively referred to herein asthe
“Sapien products.” On information and belief, unless otherwise noted, any differences between various versions or models of the
delivery systems identified herein or between the Sapien 3, Sapien XT, and Sapien are immateria to the assertions set forth herein.
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Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx.
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Certitude:

Source: http://www.edwards.com/eu/Products/ TranscatheterV al ves/ Pages/certi tude.aspx.
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NovaFlex:

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf 13/P130009S037d.pdf .
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Source: http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/novafl ex.aspx.
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RetroFlex:

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .
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Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/ Pages/pul monicmodel s.aspx.
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[1a]

aradially expandable stent of
generally cylindrical
configuration, having afirst
end and asecond end and a
contracted state and an
expanded state, and

The Commander, Certitude, NovaFlex, and RetroFlex include delivery systems for the Sapien products.

Each of the Sapien products comprises aradially expandable stent. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh _docs/pdf 13/P130009S037d.pdf .

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

Each of the Sapien products has a generally cylindrical configuration with afirst end and a second end. For
example:
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Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 1 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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N

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the NovaFlex+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009S037d.pdf .
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Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel/lUCM 262938.pdf .

Each of the Sapien products has a contracted state and an expanded state. For example:
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Source: “thv_commander.mp4” available at http://www.edwards.com/eu/products/transcathetervalves
/Pages/thvhome.aspx (follow “Edwards SAPIEN 3 Valve’ hyperlink; then follow “ Transfemoral Procedural
Animation” hyperlink)
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Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)

[1b]

a catheter having a shaft
having adiameter and
expandabl e inflatable means
associated therewith at a
dista part of the shaft,
wherein the inflatable means
comprises a balloon,

Each of the Sapien products includes a catheter having a shaft. An inflatable means at adistal part of the shaft
comprises aballoon. For example:
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Commander :

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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Certitude:

Source: “thv_certitude.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transapical Procedural Animation” hyperlink)
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NovaFlex:

ble Marker B
s

| e

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf 13/P130009S037d.pdf .
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Source: “novaflexplusprocedural.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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RetroFlex:

Source: Edwards SAPIEN Transcatheter Heart Valve with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel/lUCM 262938.pdf .
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Source: “pulmonicar06026.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN
Pulmonic” hyperlink; then follow “Procedural Animation” hyperlink)

[1c]

and including mounting and
retaining means for receiving
the stent on the expandable
inflatable means for radial
expansion of the stent upon
inflation of the inflatable
means, the mounting and
retaining means including at

Each of the Commander, Certitude, NovaFl ex, and RetroF ex includes a mounting and retaining means
(mounting body) carried on and surrounding the shaft inside the inflatable means (balloon). The stent is
received on the balloon by the mounting body inside the balloon. Inflation of the balloon causes radial
expansion of the stent. For example:
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least one mounting body
carried on and surrounding
the shaft inside the inflatable
means,

Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .
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Certitude:

On information and belief, the Certitude has a mounting and retaining means carried on and surrounding the
shaft inside the inflatable means, as will be demonstrated with further discovery.

NovaFlex:

-

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/scin/edwards/de/sitecol | ecti onimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

[1d]

the at least one mounting
body being substantially the
same length as the stent and
being positioned on the shaft
such that when the stent is
loaded onto the inflatable
means and the shaft in the
stent's contracted state at
least a portion of the at |east
one mounting body is under
the stent and between the
first and second ends of the
stent,

For each of the Commander, Certitude, NovaFl ex, and RetroFl ex, the mounting body is substantialy the same
length as the stent. When the stent isloaded onto the balloon and the shaft in the stent’ s contracted state, at
least a portion of the mounting body is under the stent and between first and second ends of the stent. For
example:
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Commander:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx .

Certitude:

Stent in compressed state

with mounting body under stent

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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[1€]

whereby the diameter of the
shaft and inflatable portion
areincreased at the distal
part for facilitating the
mounting and retaining of
the stent.

Commander:

For each of the Commander, Certitude, NovaFl ex, and RetroFlex, the diameter of the shaft and inflatable
portion are increased at the distal part for facilitating the mounting and retaining of the stent. For example:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx .

Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Claim 2

Element Accused Products

[2 preambl €]

The stent delivery system of | See claim chart for claim 1 above.
clam1

[2€]

wherein the mounting bodly The mounting bodies of each of the Commander, Certitude, NovaFlex, and RetroFlex are of materials which
is of amaterial which resiliently deform under radial pressure. For example:

resiliently deforms under
radial pressure.
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Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .

Certitude:

On information and belief, the Certitude has a mounting body of a material which resiliently deforms under
radial pressure, aswill be demonstrated with further discovery.
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NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 3

Element

Accused Products

[3 preambl ]
The stent delivery system of
claim 2

See claim chart for claim 2 above.

(3]
wherein the material is
elastomeric.

The mounting bodies of the Certitude, NovaF ex, and RetroFlex are of elastomeric material. For example:
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Certitude:

On information and belief, the Certitude has a mounting body of an elastomeric material, aswill be
demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 6

Element Accused Products

[6 preambl €]
The stent delivery system of
clam1

See claim chart for claim 1 above.

[62] . . . . _
Wherein the at least one The mounting body of the Commander includes a coil having at |east one separation. For example:

mounting body includes at
least one separation whereby
the flexibility of the body
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and catheter is increased.

Commander :

Mounting body including

at least one separation

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim7
Element Accused Products

[7 preambl €] . .
The stent delivery system of See claim chart for claim 6 above.
claim 6
[74] : . . . . .
wherein the separation isin The mountln.g body of the Commander includes a coil having at least one separation in the form of a spiral.
the form of aspiral. For example:

Commander:

Mounting body including
a spiral separation
Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim 8

Element Accused Products
[8 preambl €] . .
The stent delivery system of See claim chart for claim 1 above.
clam1l
(84 For each of the Commander, Certitude, NovaFlex, and RetroFlex, the stent is crimped to the mounting and

wherein the stent is crimped
to the mounting and retaining
means for delivery. Commander:

retaining means for delivery. For example:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx .
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Certitude:

Stent crimped
to mounting body

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Clam9

Element

Accused Products

[9 preambl €]
The stent delivery system of
claim 1,

See claim chart for claim 1 above.

[9a]

wherein the stent has two
opposite ends, the stent
delivery system further
including a pair of stops,
each of which is respectively
positioned at the opposite
ends of the stent and carried
by the shaft inside the
inflatable means.

The Certitude includes a pair of stops positioned at opposite ends of the stent and carried by the shaft inside

the inflatable means. For example:

Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .
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Claim 10

Element

Accused Products

[10 preamble]
The stent delivery system of
clam9

See claim chart for claim 1 above.

[10a]
wherein the stops are conical
in shape.

The stops of the Certitude are conical in shape. For example:

Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .
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Claim 11

Element Accused Products

[11 preamble]
The stent delivery system of
clam1

See claim chart for claim 1 above.

[11a]

further including marker
bands positioned proximally
and distally of the stent.

Each of the Commander, Certitude, NovaFlex, and RetroFlex includes marker bands positioned proximally
and distally of the stent. For example:

Commander:

-

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 11 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Certitude:

On information and belief, the Certitude has marker bands positioned proximally and distally of the stent, as
will be demonstrated with further discovery.

NovaFlex:

-

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009S037d.pdf.

Use the Valve Alignment Wheel to position the THV between the valve alignment markers.

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the NovaFlex+ Delivery System: Instructions
for Use at 9 available at http://www.accessdata.fda.gov/cdrh_docs/pdf 13/P130009S037d.pdf .
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RetroFlex:

>

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

Claim 12

Element Accused Products

[12 preamble]
The stent delivery system of
clam1

See claim chart for claim 1 above.
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[122] Each of the Commander, Certitude, NovaFl ex, and RetroFl ex includes a stop carried by the shaft and

];L;:tr?gd g‘; I,[Lrjg ;?a?ts;ﬁg positioned inside the inflatable means and axially spaced relative to the stent. For example:

positioned inside the
inflatable means and axially

spaced relative to the stent. Commander:

Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx .

Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Claim 19

Element

Accused Products

[19 preambl €]

A balloon catheter for
intraluminal delivery of a
stent, the catheter comprising

See chart for claim [1 preamble] above.

[194]
a shaft having a diameter,

See chart for clam [1b] above.

[19Db]

aballoon associated with a
distal portion of the shaft for
receiving a stent,

See chart for clam [1b] above.

[19¢]

the stent having afirst end
and asecond end and a
contracted state and an
expanded state, and means
for inflating the balloon,

See chart for clam [1b] above.

[19d]

the shaft including at least
one mounting body radially
carried on the shaft inside the
balloon, the at |east one
mounting body being
substantially the same length
as the stent,

See chart for claim [1c] above.
See chart for claim [1d] above.

[19€]

the at |east one mounting
body being positioned on the
shaft such that when the stent

See chart for clam [1d] above.
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is loaded onto the inflatable
means and the shaft in the
stent's contracted state at
least a portion of the at |east
one mounting body is under
the stent and between the
first and second ends of the
stent.

Claim 20

Element

Accused Products

[20 preambl €]
The catheter of claim 19

See claim chart for claim 19 above.

[204]

wherein the mounting body
isof amaterial which
resiliently deforms under
radial pressure.

See claim chart for claim 2 above.

Claim 21

Element

Accused Products

[21 preamble]
The catheter of claim 20

See claim chart for clam 20 above.

[214]
wherein the material is
elastomeric.

See claim chart for claim 3 above.
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Claim 24

Element

Accused Products

[24 preamble]
The catheter of claim 19

See clam chart for clam 19 above.

[244]

wherein the mounting body
is configured with at least
one separation whereby
trackability of the catheter is
improved.

See claim chart for claim 6 above.

Claim 25

Element

Accused Products

[25 preambl ]
The catheter of claim 24

See claim chart for claim 24 above.

[25a]
wherein the separationisin a
spiral configuration.

See claim chart for claim 7 above.

Claim 26

Element

Accused Products

[26 preambl ]
The catheter of claim 19

See claim chart for clam 19 above.

[264]
further including a pair of
spaced stops.

See claim chart for claim 9 above.
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Claim 27

Element

Accused Products

[27 preambl €]
The catheter of claim 26

See claim chart for claim 26 above.

[278]

wherein the stops are conical
in shape.

See claim chart for claim 10 above.

Claim 28

Element

Accused Products

[28 preambl ]
The catheter of claim 19

See claim chart for clam 19 above.

[283]
further including spaced
marker bands.

See claim chart for claim 11 above.

Claim 29

Element

Accused Products

[29 preambl ]
The catheter of claim 19

See claim chart for claim 19 above.

[29]
wherein the mounting body
iscylindrical in shape.

The mounting bodies of each of the Commander, Certitude, NovaFlex, and RetroFlex are cylindrical in shape.
For example:
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Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .

Certitude:

On information and belief, the Certitude has a mounting body that is cylindrical in shape, aswill be
demonstrated with further discovery.
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NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Clam1
Element Accused Products
[1 preamble] h h bleis deemed alimitati information and belief, Edwards made, used, offered
Asystern/assemblyfor Totheextent t epream elsaeem a Imltatlon, on Information an | ,E aras made, u , orrer to

delivery and deployment of
an inflation expandabl e stent
within avessel, comprising:

sell, and/or sold in the United States, and/or imported into the United States the balloon catheter used in its
Commander Delivery System (“Commander”) for delivery and deployment of its Sapien 3 product.

Sapien 3 comprises an inflation expandabl e stent that is delivered and/or deployed within avessel.

[1a]

acatheter having proximal | The Commander has proximal and distal ends as further detailed below.

and distal ends;

[1b] The Commander comprises ball oon-expandable stent which is coaxialy mounted on the catheter near the

astent, inflation expandable
from a delivery diameter to a
deployment diameter, such
that the delivery diameter is
reduced from the deployment
diameter for conforming the
stent to the catheter, such
that the stent, in its delivery
diameter, is coaxialy
mounted on the catheter near
the catheter distal end;

catheter’ sdistal end. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

1

The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

claim language. These added designations are not part of the claim language and are not intended to limit the claims in any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel /lUCM 262938.pdf .

‘ Deployment diameter I

Source: Schymik, M.D., et. a., “How to Adapt the Implantation Technique for the New SAPIEN 3
Transcatheter Heart Valve Design,” Journal of Interventional Cardiology, 2014.

Source: http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf, p. 2.
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

[1c]

an expandableinflation
means coaxialy mounted on
the catheter within the stent,
for expansion of the stent
from the delivery diameter to
the deployment diameter
upon application of
deployment pressure to the
expandabl e inflation means;
and

The Commander has a balloon that functions as an expandable inflation means and is mounted coaxially on
the catheter. The stent is then mounted on the catheter and balloon and is expanded by the balloon from the

delivery diameter to the deployment diameter. For example:

Balloon

Balloon

Source: http://www.edwards.com/eu/Products/TranscatheterV a ves/Pages/commander.aspx

Source: http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx

[1d]

amounting and retaining
means coaxialy mounted on
the catheter within the
expandabl e inflation means,
the mounting and retaining
means designed and adapted
to provide a securement for
the stent in the delivery
diameter to maintain the
stent in position on the
catheter during delivery to
the deployment site,

The Commander has a mounting and retaining means coaxially mounted on the catheter within the expandable
inflation means (the balloon) that provides a securement for the stent in the delivery diameter and maintains
the stent in position on the catheter during delivery to the deployment site. For example:
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Mounting and retaining means

= e

Balloon

Source: http://www.heal thwell nesscol orado.com/wp-
content/uploads/2016/0L/TAVR EdwardsCommander Distal.Expand.Vave .jpg

Source: http://www.edwards.com/eu/Products/TranscatheterV a ves/Pages/commander.aspx
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

[1€]

the catheter having a shaft
and the expandable inflation
means being positioned at a
distal part of the shaft, the Commander:
mounting and retaining
means being positioned for
receiving the stent on the
expandabl e inflation means
for radial expansion of the
stent upon expansion of the
expandabl e inflation means,

The Commander has a shaft, with the expandable inflation means (the balloon) at the distal end. The
mounting and retaining means of the Commander is positioned for receiving the stent on the balloon for radial
expansion of the stent upon expansion of the balloon. For example:

= L

Balloon

Source: http://www. heal thwel | nesscol orado.com/wpcontent/uploads/2016/01/TAVR EdwardsCommander Distal .Expand

Vave .ipg

Distal end

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx

Source: http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

[1f]

the mounting and retaining
means including at least one
mounting body carried by the
shaft inside the expandable
inflation means whereby the
diameter of the shaft and
expandabl e inflation means
areincreased at the distal
part for facilitating the
mounting and retaining of
the sent,

In the Commander, the mounting and retaining means includes a mounting body carried by the shaft inside the
balloon whereby the diameter of the shaft and balloon are increased at the distal part for facilitating the
mounting and retaining of the sent. For example:

Mounting body

=

Balloon

Source: http://www. heal thwel  nesscol orado.com/wpcontent/upl 0ads/2016/0L/TAVR _EdwardsCommander Distal.Expa
nd.Vave .jpg

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx

[19]

the mounting body including
at least one separation,
whereby the flexibility of the
body and catheter is
increased.

In the Commander, the mounting body includes at least one separation whereby the flexibility isincreased.
For example:

Page 6 of 14

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 58




Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Separation between coils
where flexibilitv is increased

Source: http://www.heal thwel | nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR EdwardsCommander Distal.Expa
nd.Valve .ipg
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Claim 2
Element Accused Products
[2 preambl €] , . . . : . :
. ) As shown in connection with claim 1, the Commander includes all elements of claim 1. See claim chart for
The system of claim 1: :
claim 1, above.
[24]

wherein the mounting body The Commander’ s mounting body is substantially the same length as the stent. For example:

is substantially the same

JJ/ .
AR = A

Source: http://www.heal thwel | nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR EdwardsCommander Distal.Expa
nd.Valve .ipg

Source: http://www.edwards.com/eu/Products/ TranscatheterV a ves/Pages/commander.aspx
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Claim 9
Element Accused Products
[9 preamble] . o . . _ .
The stent delivery system of | ASShown in connection with claim 1, the Commander includes al elements of claim 1. See claim chart for
claim 1: claim 1, above.
(9] - L For example: Separation in
wherein the separationisin ' _
the form of aspiral. form of a spiral
Source: http://www.healthwel | nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR_EdwardsCommander_Distal.Expa
nd.Valve .jpg
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Claim 14

Element Accused Products

[14 preamble]
The stent delivery system of
clam9:

As shown in connection with claim 9, the Commander includes all elements of claim 9. See claim chart for
clam 9, above.

[144]

including a stop positioned at
the distal end of the catheter
and carried by the shaft
inside the inflatable means.

For example:

Distal stop inside balloon

St
S=2
Source: http://www.heal thwel | nesscol orado.com/wpcontent/upl 0ads’2016/0U/TAVR_EdwardsCommander_Distal.Expa
nd.Valve .jpg
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Claim 20
Element Accused Products
[20 preamble] _ _ _ _ . - .
The stent delivery system of As shown in connection with claim 9, the Commander includes all elements of claim 9. See claim chart for
clamo: claim 9, above.
[20e]

The separation between the coils of the Commander’ s mounting body extends substantially along the entire

wherein the separation is .
length of the mounting body. For example:

substantially along the entire
length of the mounting body.

Separations

Separations

Source: http://www.heal thwel | nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR EdwardsCommander Distal.Expa
nd.Valve .jpg
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Claim 21
Element Accused Products
[21 preamble] ) ) . ) ) ) )
The stent delivery system of As_shown in connection with claim 9, the Commander includes all elements of claim 9. See claim chart for
claim 9: clam 9, above.
[212] : . The Commander’s mounting body is substantially the same length as the stent
wherein the mounting body '
is substantially the same
length as the stent.
*_.
Source: http://www.heal thwel | nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR EdwardsCommander Distal.Expa
nd.Valve .jpg
Source: http://www.edwards.com/eu/Products/ TranscatheterV a ves/Pages/commander.aspx
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Claim 22

Element Accused Products

22 preamble
[I'heitent del i]very system of As shown in connection with claim 14, the Commander includes all elements of claim 14. See claim chart for

clam 14: claim 9, above.

[224]

including marker bands The Commander has marker bands positioned on the shaft at each end of the balloon, and thus proximally and
positioned on the shaft distaly of the stent. For example:

proximally and distally of the
stent.

Source: http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf, p. 2
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Ex. B: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,203,558 By Edwards

Source: http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf, p.3
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Ex. C: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,371,962 By Edwards

Claim 1
Element Accused Products
[1 preamble’] To the extent the preamble is deemed a limitation, on information and belief, Edwards made, used, offered to
A stent delivery system for sell, and/or sold in the United States, and/or imported into the United States each of the balloon catheters used
carrying and delivering a in its Commander Delivery System (“Commander”), Ascendra Delivery System (“ Ascendra’), Certitude

stent having afirstend and a | Delivery System (“Certitude”), NovaFlex Delivery System (“NovaF ex”), and RetroFlex Delivery System

second end and acontracted | (“RetroFlex”) for delivery and deployment of its Sapien 3, Sapien X T, and/or Sapien products. > For example:
state and an expanded state,
the system comprising: Commander:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

clam language. These added designations are not part of the claim language and are not intended to limit the claimsin any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.

2 The Sapien 3, Sapien XT, and Sapien, and their corresponding delivery systems, are collectively referred to herein asthe
“Sapien products.” On information and belief, unless otherwise noted, any differences between various versions or models of the
delivery systems identified herein or between the Sapien 3, Sapien XT, and Sapien are immateria to the assertions set forth herein.

Page 1 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 67



Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx.

Ascendra:

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf.
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Source:  http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendrapl us.aspx.
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Source: Edwards SAPIEN Transcatheter Heart Vave with the Ascendra Balloon Catheter: Instructions
for Use at 1 available at

http://www.fda.gov/downl oads/AdvisoryCommittees' CommitteesM eetingM aterial M edical Devices M
edical DevicesAdvisoryCommittee/Circul atorySystemDevicesPanel /UCM 307362.pdf .
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Certitude:

Source:  http://www.edwards.com/eu/Products/ TranscatheterV a ves/Pages/certitude.aspx.

Page 5 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 71



NovaFlex:

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh _docs/pdf13/P130009S037d.pdf .
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Source; http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/novafl ex.aspx.

Page 7 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 73



RetroFlex:

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .
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Source; http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/pul monicmodel s.aspx.
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Each of the Sapien products comprises aradially expandable stent. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh docs/pdf 13/P130009d.pdf.

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

Each of the Sapien products has a generally cylindrical configuration with afirst end and a second end.
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Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 1 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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N

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .
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Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel/lUCM 262938.pdf .

Each of the Sapien products has a contracted state and an expanded state. For example:
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Source: “thv_commander.mp4” available at http://www.edwards.com/eu/products/transcathetervalves
/Pages/thvhome.aspx (follow “Edwards SAPIEN 3 Valve’ hyperlink; then follow “ Transfemoral Procedural
Animation” hyperlink)
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Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN 3
Valve’ hyperlink; then follow “Transfemoral Procedural Animation” hyperlink)

[1d] Each of the Sapien productsincludes a catheter having a shaft having an expandabl e inflatable means

a catheter having a shaft : . )
having a diameter and (balloon) associated therewith at a distal part of the shaft.

expandable inflatable means
associated therewith at a
distal part of the shaft
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Commander :

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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Ascendra:
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Source: “ascendraplustransaortic.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “ Transaortic Procedural Animation” hyperlink)
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Source: “ascendraplustransapical.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages'thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “Transapical Procedural Animation” hyperlink)
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Certitude:

Source: “thv_certitude.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transapical Procedural Animation” hyperlink)
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NovaFlex:

ble Marker B
s

| e

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf 13/P130009S037d.pdf .
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Source: “novaflexplusprocedural.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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RetroFlex:

Source: Edwards SAPIEN Transcatheter Heart Valve with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel/UCM 262938.pdf .
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Source: “pulmonicar06026.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN
Pulmonic” hyperlink; then follow “Procedural Animation” hyperlink)

[1b]

and including mounting and
retaining means for receiving
the stent on the expandable
inflatable means whereby the
stent isradially expanded
upon inflation of the
inflatable means, the
mounting and retaining

Each of the Sapien products includes a mounting and retaining means (mounting body) carried on and for
receiving the stent on the expandable inflatable means (balloon). Inflation of the balloon causes radial
expansion of the stent.
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meansincluding at least one | commander:
mounting body, the at least -
one mounting body having a
length and an outer surface
diameter and being carried
on and surrounding the shaft
inside the inflatable means

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .
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Ascendra:

On information and belief, the Ascendra has a mounting and retaining means carried on and surrounding the
shaft inside the inflatable means, as will be demonstrated with further discovery.

Certitude:

On information and belief, the Certitude has a mounting and retaining means carried on and surrounding the
shaft inside the inflatable means, as will be demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

[1c]

whereby the diameter of the
shaft isincreased at the distal
part for facilitating the
mounting and retaining of
the stent and

For each of the Sapien products, the diameter of the shaft is increased at the distal part for facilitating the
mounting and retaining of the stent.
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Commander :

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx .

Ascendra:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendrapl us.aspx .
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Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.

Page 31 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 97



[1d]

wherein, when the stent is
mounted on the catheter, the
at least one mounting body is
between the stent and the
shaft, the outer surface
diameter of the at least one
mounting body being
substantially constant along
its length.

For each of the Sapien products, when the stent is mounted on the catheter, the at least one mounting body is
between the stent and the shaft, the outer surface diameter of the at least one mounting body being
substantially constant along its length. For example:

Stent mounted on catheter with
mounting body between stent and shaft

Commander:

Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx .

Stent mounted on catheter with
mounting body between stent and shaft

Ascendra:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/ascendrapl us.aspx .
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Certitude:

Stent mounted on catheter with
mounting body between stent and shaft

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/certitude.aspx .
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NovaFlex:

Stent mounted on catheter with
mounting body between stent and shaft

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Stent mounted on catheter with
mounting body between stent and shaft

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, JAm Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Claim 2

Element Accused Products
[2 preambl €]
The stent delivery systemof | See claim chart for claim 1 above.
clam1
[24] , . : : : - .
wherein the mounting body The mounting bodies o.f each of the Sapien products are of materials which resiliently deform under radial
is of amaterial which pressure. For example:

resiliently deforms under
radial pressure.
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Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .

Ascendra:

On information and belief, the Ascendra has a mounting body of a material which resiliently deforms under
radial pressure, aswill be demonstrated with further discovery.
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Certitude:

On information and belief, the Certitude has a mounting body of a material which resiliently deforms under
radial pressure, aswill be demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .

Page 37 of 67

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 103



RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 3

Element

Accused Products

[3 preambl ]
The stent delivery system of
claim 2

See claim chart for claim 2 above.

(3]
wherein the material is
elastomeric.

The mounting bodies of the Ascendra, Certitude, NovaFlex, and RetroFH ex are of elastomeric material.
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Ascendra:

On information and belief, the Ascendra has a mounting body of an elastomeric material, aswill be
demonstrated with further discovery.

Certitude:

On information and belief, the Certitude has a mounting body of an elastomeric material, as will be
demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectioni mages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 6

Element

Accused Products

[6 preambl €]
The stent delivery system of
clam1

See claim chart for claim 1 above.

[6a]
wherein the at least one
mounting body includes at

The mounting body of the Commander includes a coil having at least one separation. For example:
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least one separation whereby
the flexibility of the body
and catheter isincreased.

Commander :

Mounting body including

at least one separation

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Clam?7

Element Accused Products
[7 preambl €] : :
The stent delivery system of See claim chart for claim 6 above.
clam6
% The mounting body of the Commander includes a coil having at |east one separation in the form of a spiral.

wherein the separation isin

the form of a spiral. For example:

Page 42 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 108



Commander:

Mounting body including

a spiral separation

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim 8

Element Accused Products
[8 preambl €] . .
The stent delivery system of See claim chart for claim 1 above.
clam1l
(84 For each of the Sapien products, the stent is crimped to the mounting and retaining means for delivery.

wherein the stent is crimped
to the mounting and retaining | Commander :
means for delivery.

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx .

Page 44 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 110



Ascendra:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/ Pages/ascendrapl us.aspx .

Certitude:

Stent crimped
to mounting body

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .

Page 45 of 67
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 111



NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Clam9

Element

Accused Products

[9 preambl €]
The stent delivery system of
claim 1,

See claim chart for claim 1 above.

[9a]

wherein the stent has two
opposite ends, the stent
delivery system further
including a pair of stops,
each of which is respectively
positioned at the opposite
ends of the stent and carried
by the shaft inside the
inflatable means.

The Certitude includes a pair of stops positioned at opposite ends of the stent and carried by the shaft inside

the inflatable means. For example:

Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .
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Claim 10

Element

Accused Products

[10 preamble]
The stent delivery system of
clam9

See claim chart for claim 1 above.

[10a]
wherein the stops are conical
in shape.

The stops of the Certitude are conical in shape. For example:

Certitude:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .
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Claim 11

Element Accused Products

[11 preamble]
The stent delivery system of
clam1

See claim chart for claim 1 above.

[11a]

further including marker
bands positioned proximally
and distally of the stent.

Each of the Sapien products includes marker bands positioned proximally and distally of the stent. For
example:

Commander:

-

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 11 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Ascendr a:

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the Ascendra+ Delivery System: Instructions
for Use at 8 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Certitude:

On information and belief, the Certitude has marker bands positioned proximally and distally of the stent, as
will be demonstrated with further discovery.
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NovaFlex:

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009S037d.pdf.

Use the Valve Alignment Wheel to position the THV between the valve alignment markers.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 9 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009S037d.pdf.
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RetroFlex:

>

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

Claim 12

Element Accused Products

[12 preamble]
The stent delivery system of
clam1

See claim chart for claim 1 above.
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[122]
Wherein the inflatable means
comprises a balloon.

See claim chart for claim [1a] above.

Claim 13

Element

Accused Products

[13 preamble]
The stent delivery system of
clam1

See claim chart for claim 1 above.

[134]

further including a stop
carried by the shaft and
positioned inside the
inflatable means and axially
spaced relative to the stent.

Commander :

Each of the Sapien products includes a stop carried by the shaft and positioned inside the inflatable means and
axially spaced relative to the stent. For example:

Source: http://www.edwards.com/eu/Products/ T ranscatheterV alves/Pages/commander.aspx .

Page 53 of 67

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 119



Ascendra:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendrapl us.aspx .

Certitude:

Source:  http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Claim 20

Element

Accused Products

[20 preambl ]

A balloon catheter for
intraluminal delivery of a
stent, the catheter comprising

See claim chart for claim [1 preamble] above.

[20a]

ashaft having a diameter, a
balloon associated with a
distal portion of the shaft for
receiving a stent,

See claim chart for claim [1a] above.

[20Db]

the stent having afirst end
and asecond end and a
contracted state and an
expanded state, and means
for inflating the balloon,

See claim chart for claim [1 preamble] above.

[20c]

the shaft including at least
one mounting body radially
carried on the shaft inside the
balloon,

See claim chart for claim [1b] above.

[20d]

whereby the diameter of the
shaft isincreased inside the
balloon to facilitate
mounting and retaining of a
stent to the catheter over the
balloon,

See claim chart for claim [1c] above.
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[20€]

the at |east one mounting
body being positioned on the
shaft such that when the stent
isloaded onto the inflatable
means and the shaft in the
stent's contracted state at
least a portion of the at |east
one mounting body is under
the stent and between the
first and second ends of the
stent, the at least one
mounting body having a
length and an outer surface
diameter, wherein the outer
surface diameter is
substantially constant along
the length.

See claim chart for claim [1d] above.

Claim 21

Element

Accused Products

[21 preamble]
The catheter of claim 20

See claim chart for clam 20 above.

[214]

wherein the mounting body
is of amaterial which
resiliently deforms under
radial pressure.

See claim chart for claim 2 above.
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Claim 22

Element

Accused Products

[22 preamblg]
The catheter of claim 20

See claim chart for clam 21 above.

[224]
wherein the material is
elastomeric.

See claim chart for claim 3 above.

Claim 25

Element

Accused Products

[25 preambl ]
The catheter of claim 20

See claim chart for claim 20 above.

[253]

wherein the mounting body
comprises at least one
Separation whereby
trackability of the catheter is
improved.

See claim chart for claim 6 above.

Claim 26

Element

Accused Products

[26 preambl ]
The catheter of claim 25

See claim chart for clam 25 above.

[264]
wherein the separationisin a
spiral configuration.

See claim chart for claim 7 above.
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Claim 27

Element

Accused Products

[27 preambl €]
The catheter of claim 20

See claim chart for claim 20 above.

[274]
further including a pair of
spaced stops.

See claim chart for claim 9 above.

Claim 28

Element

Accused Products

[28 preambl ]
The catheter of claim 27

See claim chart for clam 27 above.

[284]

wherein the stops are conical
in shape.

See claim chart for claim 10 above.

Claim 29

Element

Accused Products

[29 preambl ]
The catheter of claim 20

See claim chart for claim 20 above.

[294]
further including spaced
marker bands.

See claim chart for clam 11 above.
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Claim 30

Element

Accused Products

[30 preamble]
The catheter of claim 20

See claim chart for claim 20 above.

[30a]
wherein the mounting body
iscylindrical in shape.

The mounting bodies of each of the Sapien products are cylindrical in shape.

Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel1/80054246/ .

Ascendra:

On information and belief, the Ascendra has a mounting body that is cylindrical in shape, aswill be
demonstrated with further discovery.
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Certitude:

On information and belief, the Certitude has a mounting body that is cylindrical in shape, aswill be
demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 35
Element Accused Products
[35 preamble] : :
A stent delivery system See claim chart for claim [1 preamble] above.
comprising:
[352] See claim chart for claim [1 preamble] above.

aradially expandable stent of
generally cylindrical
configuration, having a
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length, afirst end and a
second end and a contracted
state and an expanded state,
and

[35b]

a catheter having a shaft
having a diameter and
expandable inflatable means
associated therewith at a
distal part of the shaft,
wherein the inflatable means
comprises a balloon,

See claim chart for claim [1a] above.

[35¢]

and including mounting and
retaining means for receiving
the stent on the expandable
inflatable means for radial
expansion of the stent upon
inflation of the inflatable
means, the mounting
retaining means including at
least one mounting body
carried on and surrounding
the shaft inside the inflatable
means,

See claim chart for claim [1b] above.

[35d]

the at |east one mounting
body being at least % the
length of the stent and being
positioned on the shaft such
that when the stent is loaded
onto the inflatable means and
the shaft in the stent's

See claim chart for claim [1c] above.
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contracted state at least a
portion of the at |east one
mounting body is under the
stent and between the first
and second ends of the stent,

[35€]

whereby the diameter of the
shaft and inflatable portion
areincreased at the distal
part for facilitating the
mounting and retaining of
the stent.

See claim chart for claim [1d] above.

Claim 36

Element

Accused Products

[36 preamble]
The stent delivery system of
claim 35,

See claim chart for claim 35 above.

[362]

the at |east one mounting
body comprising no more
than one layer of material.

The mounting bodies of each of the Sapien products comprise no more than one layer of material.
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Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .

Ascendra:

On information and belief, the Ascendra has a mounting body that that comprises no more than one layer of
material, as will be demonstrated with further discovery.
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Certitude:

On information and belief, the Certitude has a mounting body that comprises no more than one layer of
material, as will be demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/scin/edwards/de/sitecol | ecti onimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.
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Ex. D: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,712,827 By Edwards

Claim 1

Element Accused Products
[1 preamble’] To the extent the preamble is deemed a limitation, on information and belief, Edwards made, used, offered to
A balloon catheter for sell, and/or sold in the United States, and/or imported into the United States each of the balloon catheters used
dilating vascular in its Commander Delivery System (*Commander”), Ascendra Delivery System (“Ascendra’), Certitude
constrictions and for Delivery System (“Certitude”), NovaFlex Delivery System (“NovaFlex”), and RetroFlex Delivery System
simultaneoudly introducing a | (“RetroFlex”) (collectively, the Accused Products) for delivery and deployment of its Sapien 3, Sapien XT,
deformable stent into a and/or Sapien products. > For example:
vessel to be dilated in order
to stabilize the vessdl in the Commander:

dilated condition, wherein a
distal region of the catheter,
which isintended to receive
the deformabl e stent,

comprises:
Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.
! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

clam language. These added designations are not part of the claim language and are not intended to limit the claimsin any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.

2 The Sapien 3, Sapien XT, and Sapien, and their corresponding delivery systems, are collectively referred to herein asthe
“Sapien products.” On information and belief, unless otherwise noted, any differences between various versions or models of the
delivery systems identified herein or between the Sapien 3, Sapien XT, and Sapien are immateria to the assertions set forth herein.
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Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx.

Ascendra:

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Page 2 of 48
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 135



Source:  http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendrapl us.aspx.
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Source: Edwards SAPIEN Transcatheter Heart Valve with the Ascendra Balloon Catheter: Instructions for
Useat 1 available at

http://www.fda.gov/downl oads/ A dvi soryCommittees/ CommitteesM ectingM aterial M edical Devices/M edical
DevicesAdvisoryCommittee/Circul atorySystemDevicesPanel/UCM 307362.pdf .
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Certitude:

Source:  http://www.edwards.com/eu/Products/ TranscatheterV a ves/Pages/certitude.aspx.
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NovaFlex:

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh _docs/pdf13/P130009S037d.pdf .
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Source: http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/novafl ex.aspx.

Page 7 of 48
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 140



RetroFlex:

Source: Edwards SAPIEN Transcatheter Heart Valve with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .
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Source; http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/pul monicmodel s.aspx.
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[1a]

an inner tubethat is
surrounded and crimped onto
by the deformabl e stent; a
balloon arranged between the

Commander :

Each of the Sapien products includes an inner tube (shaft) surrounded by a stent, and a balloon arranged
between the stent and the inner tube. For example:

deformable stent and the
inner tube;
Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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Source:  http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/commander.aspx .

Ascendra:
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Source: “ascendraplustransaortic.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “ Transaortic Procedural Animation” hyperlink)
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Source: “ascendraplustransapical.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages'thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “Transapical Procedural Animation” hyperlink)

Source: http://www.edwards.com/eu/Products/ TranscatheterV alves/ Pages/ascendrapl us.aspx .
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Certitude:

Source: “thv_certitude.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages'thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transapical Procedural Animation” hyperlink)
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Stent surrounding shaft J

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/certitude.aspx .

NovaFlex:

ble Marker r
/ /

{ T F
[

Source: Edwards SAPIEN XT Transcatheter Heart Vave with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009S037d.pdf .
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Source: “novaflexplusprocedural.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN XT
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

RetroFlex:

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel/lUCM 262938.pdf .
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Source: “pulmonicar06026.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx (follow “Edwards SAPIEN
Pulmonic” hyperlink; then follow “Procedural Animation” hyperlink)
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Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.

[1b]

apair of longitudinally
spaced image sensitive
marking sleeves carried on
the inner tube within the
balloon such that thereis a
longitudinal space on the
inner tube extending between
the pair of marking sleeves
and such that the deformable
stent is substantially centered
there-between;

Each of the Sapien products includes a pair of longitudinally spaced image sensitive marking sleeves carried
on the inner tube within the balloon such that there is a longitudinal space on the inner tube extending between
the pair of marking sleeves and such that the deformabl e stent is substantially centered there-between. For
example:
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Commander:

-

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 11 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Ascendra:
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Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 8 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Certitude:

On information and belief, the Certitude has marker bands positioned proximally and distally of the stent, as
will be demonstrated with further discovery.

NovaFlex:

-

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009S037d.pdf.

Use the Valve Alignment Wheel to position the THV between the valve alignment markers.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the NovaFlex+ Delivery System: Instructions
for Use at 9 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P1300093037d.pdf.
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RetroFlex:

>

Source: Edwards SAPIEN Transcatheter Heart Valve with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

[1c]

an outer tube disposed
between the inner tube and
the balloon asan
intermediate layer, wherein
the intermediate layer
substantially coversthe
longitudinal space on the
inner tube between the image

Each of the Sapien products includes an outer tube disposed between the inner tube and the balloon as an
intermediate layer. The intermediate layer substantially covers the longitudinal space on the inner tube
between the image sensitive marking sleeves. The outer diameter of the intermediate layer is substantially
constant between the pair of marking sleeves. For example:
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sensitive marking sleeves,
the intermediate layer having
an outer diameter, wherein
the outer diameter of the
intermediate layer is
substantially constant
between the pair of marking
Sleeves.

Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .

Ascendra:

On information and belief, the Ascendra has an outer tube disposed between the inner tube and the balloon as
an intermediate layer, as will be demonstrated with further discovery.
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Certitude:

On information and belief, the Certitude has an outer tube disposed between the inner tube and the balloon as
an intermediate layer, as will be demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/scin/edwards/de/sitecol | ecti onimages/products/transcatheterval ves/tavital k3.pdf .

-
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 2

Element

Accused Products

[2 preambl €]
A balloon catheter as set
forthinclam 1,

See claim chart for claim 1 above.

[24]

wherein the inner tube, the
balloon, the outer tube
forming the intermediate
layer and the deformable

Upon information and belief, the inner tube, the balloon, the outer tube forming the intermediate layer and the
deformable stent which is crimped onto the catheter form a pre-assembled unit.
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stent which is crimped onto
said catheter form apre-
assembled unit.

Claim 3

Element

Accused Products

[3 preambl €]
A balloon catheter as set
forthinclam 1,

See claim chart for claim 1 above.

[3a]

wherein the outer tube
comprises an elastic material
into which the deformable
stent is pressed in the
crimping operation.

The outer tubes of the Ascendra, Certitude, NovaFlex, and RetroF ex comprise elastic materials into which the
deformable stent is pressed in the crimping operation.

Ascendr a:

On information and belief, the Ascendra has an outer tube comprising an elastic material into which the
deformable stent is pressed in the crimping operation, as will be demonstrated with further discovery.

Certitude:

On information and belief, the Certitude has an outer tube comprising an e astic material into which the
deformable stent is pressed in the crimping operation, as will be demonstrated with further discovery.
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NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectionimages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim5

Element

Accused Products

[5 preambl €]
A balloon catheter as set
forthinclaim 1,

See claim chart for claim 1 above.

[5a]
wherein the intermediate
layer includes at least one

The intermediate layer of the Commander includes a coil having at least one separation. For example:
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separation whereby the Commander :
flexibility of the body and

catheter isincreased.

Intermediate layer including

at least one separation

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim 6

Element Accused Products

[6 preambl €]
A balloon catheter as set
forthinclam 1,

See claim chart for claim 1 above.

[64] . . . . : . . .
wherein the separation is a The intermediate layer of the Commander includes a coil having at |east one spira separation. For example:
spiral separation.

Commander:

Intermediate layer including

a spiral separation

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim7
Element Accused Products

[7 preambl €] . .
A balloon catheter as set See claim chart for claim 5 above.
forth in claim 5,
[74] . . . . L ]
wherein there are a plurality The intermediate layer of the Commander includes a separation between each coil winding. For example:
of separations.

Commander:

Intermediate layer including
a plurality of separations
Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim 8
Element Accused Products

flgglelirgr?lé]ﬂth eter as st See claim chart for claim 7 above.
forthinclam 7,
[8a] . . . . .
wherein the plurality of Thepl urfell ity of separations in the intermediate layer of the Commander are substantially parallel. For
separations are subgtantially | €<ample:
parallel.

Commander:

Intermediate layer including
a plurality of separations
Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim9
Element Accused Products

[9 preambl €] . .
A balloon catheter as set See claim chart for claim 1 above.
forthinclaim 1,
[9a] . . . . . o ]
wherein the intermediate The intermediate layer of the Commander includes a coil having at least one cut in its surface. For example:
layer includes at least one cut
inits surface.

Commander:

Intermediate layer including
a cutin its surface
Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png’ available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel |/80054246/ .
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Claim 10
Element Accused Products

[10 preamble] . .
A balloon catheter as set See claim chart for claim 9 above.
forthinclam 9,
[10a] . . . . . . ]
wherein the cut is a spiral The separations in the intermediate layer of the Commander is a spiral separation. For example:
Separation.

Commander:

Intermediate layer including
a spiral separation
Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel /80054246 .
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Claim 11

Element Accused Products

[11 preamble]
A balloon catheter as set
forthinclam9,

See claim chart for claim 9 above.

[11a] i [ i 1 1 - - .
wherein the plurality of cuts The |nter.med| ate layer of the Commander includes a coil having cuts between each of itswindings. For
are circumferentid cutsand | example:
are substantially parallél.
Commander :

Intermediate layer including

a plurality of cuts

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel1/80054246/ .
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Claim 12

Element

Accused Products

[12 preamble]
A balloon catheter as set
forthin claim 11,

See claim chart for claim 11 above.

[122]

wherein the plurality of cuts
are circumferential cuts and
are substantially paralldl.

The cuts of the Commander coil are circumferential and substantially parallel.

Claim 13

Element

Accused Products

[13 preamble]
A balloon catheter as set
forthinclaim 1,

See claim chart for claim 1 above.

[134]

further including a stop
carried by the inner tube
inside the balloon..

Commander :

Each of the Sapien productsincludes a stop carried by the inner tube inside the balloon. For example:

Source:  http://www.edwards.com/eu/Products/ T ranscatheterV al ves/Pages/commander.aspx .
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Ascendra:

Source: http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendrapl us.aspx .

Certitude:

Source:  http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/certitude.aspx .
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NovaFlex:

Source: http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx .

Retr oFlex:

Source: Webb J, Altwegg L, Masson J, Al Bugami S, Al Ali A, Boone R, A New Transcatheter Aortic Valve
and Percutaneous Valve Delivery System, J Am Coll Cardiol. 2009;53(20):1855-1858 at 1858.
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Claim 14

Element

Accused Products

[14 preamble]
A balloon catheter as set
forthinclam 1,

See claim chart for claim 1 above.

[144]

wherein the intermediate
layer is generally cylindrical
in shape.

The intermediate layers of each of the Sapien products are cylindrical in shape. For example:

Commander:

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel1/80054246/ .
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Ascendra:

On information and belief, the Ascendra has an intermediate layer that is cylindrical in shape, aswill be
demonstrated with further discovery.

Certitude:

On information and belief, the Certitude has an intermediate layer that is cylindrical in shape, aswill be
demonstrated with further discovery.

NovaFlex:

Source: The Edwards Transcatheter Heart Vave (THV) Newdletter Europe/May 2010 at 7 available at
http://ht.edwards.com/sci n/edwards/de/sitecol | ectioni mages/products/transcatheterval ves/tavital k3.pdf .
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RetroFlex:

Source: Nietlispach F, Wijesinghe N, Wood D, Carere RG, Webb JG., Current balloon-expandable
transcatheter heart valve and delivery systems, Catheter Cardiovasc Interv 2010;75:295-300 at 298.

Claim 15

Element Accused Products

[15 preamble]
A balloon catheter as set
forthinclaim 1,

See claim chart for claim 1 above.
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[152] The Certitude includes a pair of stops positioned at opposite ends of the stent and carried by the inner tube

Including apair of stops, . .
each of which is respectively inside the balloon. For example:

positioned ad opposite ends
of the deformable stent and
carried by the inner tube
inside the balloon.

Certitude:

Source: http://www.edwards.com/eu/Products/T ranscatheterV al ves/Pages/certitude.aspx .

Claim 16

Element Accused Products

[164]

Balloon catheter for
expansion of vessel stenoses
and for simultaneous

See claim chart for claim [1 preamble] above.
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introduction of adeformable
stent,

[16b]

the deformabl e stent being
expandable from an
unexpanded condition to an
expanded condition, into the
vessel which isto be
expanded in order to stabilize
it in the expanded condition,

See claim chart for claim [1 preamble] above.

[16c]

whereby the distal area of the
catheter which is provided
for receiving the deformable
stent has an interior tube
which is surrounded by the
unexpanded deformable
stent, aballoon is arranged
between the deformable stent
and the interior tube,

See claim chart for claim [1a] above.

[16d]

and the interior tube has at its
ends two sleeves applied to it
asimage sensitive markers
which are composed of
material opaqueto X rays
and are provided within the
balloon on the interior tube,

See claim chart for claim [1b] above.

[16€]

the catheter further
comprising aintermediate
tube which forms an
additional plateau and which

See claim chart for claim [1c] above.
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is composed of aflexible
materia is provided between
interior tube and exterior
balloon as an intermediate
layer in such manner that it
extends in longitudinal
direction to the sleeves
which form the image
sensitive markers, the
intermediate layer having an
outer diameter, wherein the
outer diameter of the
intermediate layer is
substantially constant
between the pair of image
sensitive markers.

Claim 17

Element Accused Products

[17 preamble]

A balloon catheter for
introducing a stent, the stent
being expandable, into a
vessel comprising

See claim chart for claim [1 preamble] above.

[173]

aninner tubethat is
surrounded and crimped onto
by the stent; a balloon
arranged between the stent
and the inner tube;

See claim chart for claim [1a] above.
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[17b]

afirst marking sleeve having
adistal end and a proximal
end and a second marking
sleeve having adistal end,
wherein the sleeves are
longitudinally spaced from
one another dong the inner
tube, the second marking
sleeve being distal to the first
marking sleeve along the
inner tube, and areimage
sensitive, the sleeves being
carried on the inner tube
within the balloon, such that
thereisalongitudina space
on the inner tube extending
between the pair of marking
sleeves and such that the
stent is substantially centered
there-between,

See claim chart for claim [1b] above.

[17c]

an intermediate layer
disposed between the inner
tube and the balloon, the
intermediate layer having a
proximal portion and adistal
portion, wherein the
proximal portion covers the
inner tube and is positioned
immediately distal to the
distal end of the first
marking sleeve and wherein

See claim chart for claim [1c] above.
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the distal portion coversthe
inner tube and is positioned
immediately proximal to the
proximal end of the second
marking sleeve.

Claim 18

Element

Accused Products

[18 preamble]
The balloon catheter of claim
17,

See claim chart for claim 17 above.

[182]

wherein the intermediate
layer extends from the distal
end of the first marking
sleeve to the proximal end of
the second marking sleeve.

See claim chart for claim [1b] above.

See claim chart for claim [1c] above.

Claim 19

Element

Accused Products

[19 preamble]
The balloon catheter of claim
17,

See claim chart for clam 17 above.

[19a]

the first marking sleeve
having an outer diameter and
the intermediate layer having
an inner diameter, wherein

For each of the Ascendra, Certitude, NovaFlex, and RetroFlex, the inner diameter of the intermediate layer is
equal to or less than the outer diameter of the first marking sleeve.
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the inner diameter of the
intermediate layer is equd to
or less than the outer
diameter of the first marking
deeve.

Claim 20

Element Accused Products

[20 preambl ]
The balloon catheter of claim
18,

See claim chart for claim 18 above.

[202]

the intermediate layer having
an outer diameter, wherein
the outer diameter of the
intermediate layer is
substantially constant
between the pair of marking
sleeves.

See claim chart for claim [1c] above.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 1
Element Accused Products
T
[1 preambl €] To the extent the preamble is deemed a limitation, the Edwards Crimper (“Crimper”) is a stent crimper.? For
A stent crimper .
.. example:
comprising:

http://www.edwards.com/eu/products/transcatheterval ves/pages/pul monicmodel s.aspx ; WO2007/030825

See, also http://www.edwards.com/devices/Heart-V aves/Transcatheter-Sapien-3 (“ The Edwards Crimper is
indicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for implantation” using the
Edwards Commander Delivery System, among other catheter delivery systems.)

! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

claim language. These added designations are not part of the claim language and are not intended to limit the claimsin any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.

2 On information and belief, unless otherwise noted, any differences between various versions or models of the Crimper
identified herein are immaterial to the assertions set forth herein
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

http://www.fda.gov/downl oads/A dvi soryCommittees/ CommitteesM eetingM aterial M edical DevicesMedical De
vicesAdvisoryCommittee/Circul atorySystemDevicesPanel/UCM 307365.pdf

[1a]

aplurality of movable
dies arranged to form
anirishaving a
longitudinal axis,

The Crimper’s plurality of movable dies are arranged to form an iris having alongitudinal axis. For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[1b]
theiris defining an
aperture,

Theirisformed by the dies defines an aperture, asillustrated above.
Seealso:

http://www.fda.gov/downl oads/AdvisoryCommittees/ CommitteesM eetingM aterial M edical DevicesM edical De
vicesAdvisoryCommittee/Circul atorySystemDevi cesPanel /UCM 307365.pdf
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[1c]

the dies disposed about
the aperture and
between stationary end-
wallswhich are
disposed about the
longitudinal axis,

The Crimper’ s dies are disposed about the aperture and between stationary end-walls which are disposed about the
longitudinal axis: For example:

[1d]

at least one of the
stationary end-walls
operatively engaged to
the dies at distinct
connection locations
such that the number of
distinct connection
locations and the
number of dies are the
same;

As shown above, each die has a distinct connection location at which it operatively engages to the stationary end
wall.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[1€]

each die having afirst
straight side and a
second straight side,

For example, each of the Crimper’ s dies has afirst straight side (shown in green) and a second straight side
(shown in red):

XA

[1f]

thefirst straight side
and the second straight
side converging to form
atip;

As shown above, the first straight side (green) and the second straight side (red) converge to form atip.

[1g]

wherein a portion of
the first straight side of
each die facesthe
aperture,

As shown above, a portion of the first straight side of each die (green) faces the aperture.

[1h]

each first straight side
parallel to the second
side of an adjacent die.

As shown above, each first straight side (red) is parallel to the second side of an adjacent die (green).
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 2

Element

Accused Products

[2 preambl €]

The stent crimper of
clam1

As shown in connection with claim 1, the Crimper includes all e ements of clam 1. See claim chart for claim 1,
above.

[24]
having arotatable

actuation device
coupled to the dies,

The Crimper has a rotatable actuation device coupled to the dies. For example:

[2b]

rotation of the actuation
device causing the dies
to move inward and
reduce the size of the
aperture

Rotation of the Crimper’ s actuation device causes the dies to move inward, thereby reducing the size of the
aperture. See http://market3600nline.com/sqlimages/1246/129856.pdf
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

See also: http://www.fda.gov/ucm/groups/fdagov-public/ @fdagov-afda-
adcom/documents/document/ucm262934.pdf, p. 2
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[2c] Rotation of the Crimper’ s actuation device cause in the opposite direction causes the dies to move outward,
or outward so asto thereby increasing the size of the aperture. For example:

increase the size of the

aperture.

See also: http://www.fda.gov/ucm/groups/fdagov-public/ @fdagov-afda-
adcom/documents/document/ucm262934.pdf, p. 2
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 6

Element Accused Products

[6 preamble]
As shown in connection with claim 1, the Crimper includes all elements of claim 1. See claim chart for claim 1,

The stent crimper of 2bove.

clam1

[64] The Crimper has 12 dies. For example:
wherein at least 8 dies
are provided.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 8

Element Accused Products

[8 preamble]
As shown in connection with claim 1, the Crimper includes all elements of claim 1. See claim chart for claim 1,

The stent crimper of 2bove.

clam1

[84] The Crimper’ s dies move cooperatively inward during the moving step. For example:
wherein the dies are
moved cooperatively
inward during the
moving step.

Y o \ ¢
P AR e

an

Page 10 of 64
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 191



Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Clam9

Element

Accused Products

[9 preamble]

The stent crimper of
clam1

As shown in connection with claim 1, the Crimper includes all elements of claim 1. See claim chart for claim 1,

above.

[99]
wherein the dies are
wedge shaped.

The Crimper’s dies are wedge shaped. For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 10
Element Accused Products

[10 preambl €l To the extent the preamble is deemed alimitation, the Crimper is a stent crimper.

A stent crimper

comprising:
http://www.edwards.com/eu/products/transcatheterval ves/pages/pul monicmodel s.aspx ; WO2007/030825
See, also http://www.edwards.com/devices/Heart-Valves/ Transcatheter-Sapien-3 (“The Edwards Crimper is
indicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for implantation.”)

[10g]

a_pl urality of movable The Crimper’s plurality of movable dies are arranged to form an iris. For example:

dies arranged to form

aniris,
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[10b]
the dies disposed about
an gperture,

Theirisformed by the dies defines an aperture about which the dies are disposed, asillustrated above.

[10c]

the aperture having a
longitudinal axisand a
substantially regular

polygonal shape,

The aperture has alongitudinal axis and a substantially regular polygonal shape as shown above. See also:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Dodecagon

— (12 sides)

[10d]

each of the dies having
an inward facing
straight side which
faces the longitudinal
axis of the aperture,

Each of the Crimper’ s dies has an inward facing straight side which faces the longitudinal axis of the aperture.

For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[10€]

both when the dies
move to maximize the
aperture and when the
dies move to minimize
the aperture,

Theinward facing straight sides of the Crimper’ s dies face the longitudinal axis of the aperture both when the
dies move to minimize and maximize the aperture. For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[10f]

the dies between two
stationary end-walls
disposed about the
longitudinal axis,

The Crimper’s dies are between two stationary end-walls and are disposed about the longitudinal axis. For
example:

[10g]

the longitudinal axis
passing through a point
substantially centered
on the end-walls,

As shown above, the Crimper’s longitudina axis passes through a point substantially centered on the stationary
end-walls.

[10h]

arotatable actuation
device coupled to the
dies,

The Crimper has a rotatable actuation device coupled to the dies. For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[10i]

rotation of the actuation
device causing the
inward facing straight
sides of the diesto
move inward and
reduce the size of the

aperture

The rotation of the Crimper’s actuation device causes the inward facing straight sides of the dies to move inward
and reduce the size of the aperture. For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

See also: http://www.fda.gov/ucm/groups/fdagov-public/ @f dagov-afda-
adcom/documents/document/ucm262934.pdf, p. 2
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[10]]

or outward so asto
increase the size of the
aperture.

Rotation of the Crimper’ s actuation device in the opposite direction causes the diesto move outward, thereby

increasing the size of the aperture. For example:

Claim 11

Element

Accused Products

[11 preamble]

The stent crimper of
claim 10

As shown in connection with claim 10, the Crimper includes al elements of claim 10. See claim chart for claim
10, above.

[11a]
wherein astent is For example, the “Crimper isindicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for
disposed about a implantation” using the Edwards Commander Delivery System, among other catheter delivery systems. Itisaso
medical balloon, the | USed to prépare other Sapien products.
medical balloon See http://www.edwards.com/devices/Heart-V alves/ Transcatheter-Sapien-3
disposed about 2 hitp://market360online.com/solimages/1246/128634.pdf, p. 22:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Each of the Sapien products comprises a balloon-expandabl e stent.

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendrat Delivery System: Instructions for
Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for Use
a 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevi cesPanel /UCM 262938.pdf .

The Edwards Commander Delivery System includes a stent disposed about a medical balloon, the medical balloon
disposed about a catheter.

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 14

Element

Accused Products

[14 preamble]

The stent crimper of
clam 10

As shown in connection with claim 10, the Crimper includes al elements of claim 10. See claim chart for claim
10, above.

[144]
wherein the dies are
wedge shaped.

The Crimper’s dies are wedge shaped. For example:

Page 22 of 64

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 203



Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 15

Element

Accused Products

[15 preamble]

The stent crimper of
clam 10

As shown in connection with claim 10, the Crimper includes al elements of claim 10. See claim chart for claim
10, above.

[154]

wherein at least 8 dies
are provided.

The Crimper has 12 dies. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

Claim 17

Element

Accused Products

[17 preamble]

The stent crimper of
clam 10

As shown in connection with claim 10, the Crimper includes al elements of claim 10. See claim chart for claim
10, above.

[174] During the crimping process, the entire stent is disposed in the aperture. For example:
Wh?re' nan ?nt' re stent See http://www.edwards.com/devi ces/Heart-V alves/ Transcatheter-Sapien-3
isdisposed in the
aperture. http://market360online.com/sglimages/1246/128634.pdf, p. 22:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 18
Element Accused Portion

[18 preamb' €l To the extent the preamble is deemed alimitation, the Crimper is a stent crimper. For example:

A stent crimper

comprising:
http://www.edwards.com/eu/products/transcatheterval ves/pages/pul monicmodel s.aspx ; WO2007/030825
See, also http://www.edwards.com/devices/Heart-Valves/ Transcatheter-Sapien-3 (“The Edwards Crimper is
indicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for implantation” using the
Edwards Commander Delivery System, among other catheter delivery systems. )

[18a]

el_ght or more movable The Crimper has 12 movable dies arranged to form an iris. For example:

dies arranged to form

aniris,
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[18b]

theiris defining an
aperture of a
substantially regular
polygonal shape,

The Crimper’siris defines an aperture of a substantially regular polygonal shape - a dodecagon. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

[18c]
the aperture having a
longitudinal axis,

The Crimper’ s aperture has alongitudinal axis. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

[18d]

each die having an
inward facing flat
portion which faces the
longitudinal axis of the
aperture both when the
dies move to maximize
the aperture and when
the dies moveto
minimize the aperture,

Each of the Crimper’s dies has an inward facing flat portion which faces the longitudinal axis of the aperture
both when the dies move to maximize and minimize the aperture. For example:

[18¢€]

the dies between
stationary end walls
and operatively
engaged to at least one
of the stationary end-
walls,

The Crimper’ s dies are between and operatively engaged to at least one of the stationary end-walls. For
example:
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U.S. PATENT NO. 6,915,560 By Edwards

[18f]

the stationary end-walls
disposed about the
longitudinal axis,

As shown above, the Crimper’ s stationary end-walls are disposed about the longitudinal axis.

[18q]

theiris comprising at
least eight of the
inward facing flat
portions,

The Crimper’siris comprises twelve of the inward facing flat portions. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

[18i]

the aperture being
reduciblein size by
moving the inward
facing flat portions
toward the longitudinal
axis of the aperture,

The Crimper’s aperture is reducible in size by moving the inward facing flat portions toward the longitudinal
axis of the aperture. For example:

(18]

arotatable actuation
device coupled to the
dies,

The Crimper has a rotatabl e actuation device coupled to the dies. For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[18K]

rotation of the actuation
device causing the
inward facing straight
sides of the diesto
move inward and
reduce the size of the

aperture

Rotation of the Crimper’ s actuation device causes the inward facing straight sides of the dies to move inward,
thereby reducing the size of the aperture. See http://market3600nline.com/sglimages/1246/129856.pdf
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U.S. PATENT NO. 6,915,560 By Edwards

See also: http://www.fda.gov/ucm/groups/fdagov-public/ @fdagov-afda-
adcom/documents/document/ucm262934.pdf, p. 2
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[18l]

or outward so asto
increase the size of the
aperture.

Rotation of the Crimper’ s actuation device causes the inward facing straight sides of the dies to move outward,

thereby increasing the size of the aperture. For example:

Claim 19

Element

Accused Products

[19 preamble]

The stent crimper of
claim 18

As shown in connection with claim 18, the Crimper includes al elements of claim 18. See claim chart for claim
18, above.

[19] For example, the “ Crimper isindicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for
wherein astent is implantation” using the Edwards Commander Delivery System, among other catheter delivery systems. Itisaso
disposed about a used to prepare other Sapein products.
medical balloon, the : - : _Cani en.
medical balloon See http://www.edwards.com/devices/Heart-V alves/Transcatheter-Sapien-3
disposed about a http://market3600nline.com/sglimages/1246/128634.pdf, p. 22:
catheter.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Each of the Sapien products comprises a balloon-expandabl e stent.

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendrat Delivery System: Instructions for
Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for Use
a 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevi cesPanel /UCM 262938.pdf .

The Edwards Commander Delivery System includes a stent disposed about a medical balloon, the medical balloon
disposed about a catheter.

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 23

Element

Accused Products

[23 preamble]

The stent crimper of
clam 18

As shown in connection with claim 18, the Crimper includes al elements of claim 18. See claim chart for claim
18, above.

[234]
wherein thedies are
wedge shaped.

The Crimper’s dies are wedge shaped. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

Claim 25

Element

Accused Products

[25 preamble]

The stent crimper of
clam 18

As shown in connection with claim 18, the Crimper includes al elements of claim 18. See claim chart for claim
18, above.

[254]

wherein the dies are
moved cooperatively
inward during the
moving step.

The Crimper’ s dies move cooperatively inward during the moving step. For example:

@ I
- AR
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 26

Element

Accused Products

[26 preamble]

The stent crimper of
clam 18

As shown in connection with claim 18, the Crimper includes al elements of claim 18. See claim chart for claim
18, above.

[264] During the crimping process, the entire stent is disposed in the aperture.
Wh?re' nan ?nt' re stent See http://www.edwards.com/devi ces/Heart-V alves/ Transcatheter-Sapien-3
isdisposed in the
aperture. http://market360online.com/sglimages/1246/128634.pdf, p. 22:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 27
Element Accused Portion
[27 preamb' €l To the extent the preamble is deemed alimitation, the Crimper is a stent crimper.
A stent crimper
comprising:

http://www.edwards.com/eu/products/transcatheterval ves/pages/pul monicmodel s.aspx ; WO2007/030825

See, also http://www.edwards.com/devices/Heart-V alves/ Transcatheter-Sapien-3 (“The Edwards Crimper is
indicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for implantation” using the
Edwards Commander Delivery System, among other catheter delivery systems. )

[274]

an gperture with a
plurality of movable
blades disposed
thereabout,

The Crimper’ s has an aperture with a plurality of movable blades disposed thereabout. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

[27b]

the aperture having a
longitudinal axisand
being substantialy
polygonal,

As shown above, the Crimper’s aperture has alongitudinal axis.
The aperture is polygonal (adodecagon). For example:
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

[27c]

the blades between
stationary end-walls
substantially centered
about the longitudinal
axis,

As shown above, the Crimper’ s blades are between stationary end-walls and substantially centered on the
longitudinal axis.

[27d]

the blades coupled to
one another so asto be
movable inward or
outward
simultaneously,

The Crimper’ s blades are coupled to one another so as to be movable inward or outward simultaneously.
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U.S. PATENT NO. 6,915,560 By Edwards

Y ¢

[27€]

movement of the blades
outward increasing the
size of the aperture,

Rotation of the Crimper’ s actuation device in a counter-counterclockwise direction causes the diesto move
outward, thereby increasing the size of the aperture. For example:

-\

[27f]

movement of the blades
inward decreasing the
size of the aperture,

Rotation of the Crimper’ s actuation device clockwise causesthe diesto move inward, thereby reducing the size
of the aperture. See http://market3600nline.com/sglimages/1246/129856.pdf
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[279]

the aperture remaining
substantially regular
polygonal whenitis
sized to receive a stent
therein and when the
blades minimize the

aperture.

As shown above, the Crimper’ s aperture remains aregular polygon when it is sized to receive a stent therein and
when the blades minimize the aperture.
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Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

Claim 28

Element

Accused Products

[28 preamble]

The stent crimper of
claim 27

As shown in connection with claim 27, the Crimper includes al elements of claim 27. See claim chart for claim
27, above.

[284]
further comprising a
rotatable actuation

device coupled to the
blades,

The Crimper has a rotatable actuation device coupled to the blades. For example:

[280]

rotation of the actuation
device causing the
blades to move inward
or outward.

For example, rotation of the Crimper’ s actuation device causes the dies to move inward, thereby reducing the
size of the aperture, and outward, thereby increasing the size of the aperture.

See http://market3600nline.com/sglimages/1246/129856. pdf
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-\

See also: http://www.fda.gov/ucm/groups/fdagov-public/ @fdagov-afda-
adcom/documents/document/ucm262934.pdf, p. 2
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U.S. PATENT NO. 6,915,560 By Edwards

Claim 31

Element

Accused Products

[31 preamble]

The stent crimper of
claim 28

As shown in connection with claim 28, the Crimper includes al elements of claim 28. See claim chart for claim

28, above.

[314]
wherein the dies are
wedge shaped.

The Crimper’s dies are wedge shaped. For example:
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U.S. PATENT NO. 6,915,560 By Edwards

Claim 33

Element

Accused Products

[33 preamble]

The stent crimper of
claim 28

As shown in connection with claim 28, the Crimper includes al elements of claim 28. See claim chart for claim

28, above.
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U.S. PATENT NO. 6,915,560 By Edwards

[334]

wherein the dies are
moved cooperatively
inward during the

The Crimper’ s dies move cooperatively inward during the moving step. For example:

moving step. s
N an
YL
Claim 34
Element Accused Products
[34 preamble]

The stent crimper of
clam 28

As shown in connection with claim 28, the Crimper includes al elements of claim 28. See claim chart for claim
28, above.

[343] During the crimping process, the entire stent is disposed in the aperture.
wherein an entire stent ) , .
is disposed in the See http://www.edwards.com/devices/Heart-V aves/Transcatheter-Sapien-3
aperture. http://market3600nline.com/sqlimages/1246/128634.pdf, p. 22:

Page 48 of 64

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 229



Ex. E CLAIM CHART FOR INFRINGEMENT OF
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Claim 35

Element

Accused Portion

[35 preamble]

The stent crimper of
claim 27

As shown in connection with claim 27, the Crimper includes al elements of claim 27. See claim chart for claim

27, above.

[352]

wherein astent is For example, the “Crimper isindicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for

disposed about a implantation” using the Edwards Commander Delivery System, among other catheter delivery systems. It isalso
Page 49 of 64

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 230



Ex. E CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 6,915,560 By Edwards

medical balloon, the

used to prepare other Sapien products.

medical balloon . : . _Canien.
disposed about a See http://www.edwards.com/devices/Heart-V aves/Transcatheter-Sapien-3
catheter. http://market3600online.com/sglimages/1246/128634.pdf, p. 22:
Each of the Sapien products comprises a balloon-expandabl e stent.
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Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendrat Delivery System: Instructions for
Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for Use
at 1 available at http://www.fda.gov/downl oads/Adviso...orySystemDevi cesPanel /UCM 262938.pdf .

The Edwards Commander Delivery System includes a stent disposed about a medical balloon, the medical balloon
disposed about a catheter.
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http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx

Claim 37
Element Accused Products
[37 pfeamb' €l To the extent the preamble is deemed a limitation, the Crimper is a stent crimper. For example:
A stent crimper
comprising:
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http://www.edwards.com/eu/products/transcatheterval ves/pages/pul monicmodel s.aspx ; WO2007/030825

See, also http://www.edwards.com/devices/Heart-V a ves/Transcatheter-Sapien-3 (“ The Edwards Crimper is
indicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for implantation” using the
Edwards Commander Delivery System, among other catheter delivery systems. )

[37]

aplurality of
overlapping movable
dies arranged to form
aniris,

The Crimper has multiple overlapping movable dies arranged to form an iris. For example:
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[37b]

the dies disposed about
an aperture, the
aperture having a
longitudinal axis,

As shown above, the Crimper’s dies are disposed about an aperture having alongitudinal axis. For example:
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[37c]
the dies between
stationary end-walls As shown above, the Crimper’ s dies are between stationary end-walls disposed about the longitudinal axis.

disposed about the
longitudinal axis,

[37d]

he dies operatively
engaged to at least one The Crimper’s dies are operatively engaged to at |east one of the stationary end walls. For example:
of the stationary end-
walls,
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Engagement Points

[37€]

each die having afirst
straight sideand a
second straight side, Each of the Crimper’sdies has afirst straight side (shown in green) and a second straight side (shown in red),

thefirst straight side which converge to form atip. For example:
and the second straight
side converging to form
atip;
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T X777

[37f]

wherein a portion of
the first straight side of
each die faces the
aperture,

As shown above, a portion of the first straight side of each die (green) faces the aperture.

[37]
each first straight side

parallel to the second
side of an adjacent die.

As shown above, each first straight side (red) is parallel to the second side of an adjacent die (green).
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Claim 40

Element

Accused Products

[40 preamble]
A stent crimper

To the extent the preamble is deemed alimitation, the Crimper is a stent crimper. For example:

comprising:
http://www.edwards.com/eu/products/transcatheterval ves/pages/pulmonicmodel s.aspx ; WO2007/030825
See, also http://www.edwards.com/devices/Heart-Va ves/Transcatheter-Sapien-3 (“ The Edwards Crimper is
indicated for use in preparing the Edwards SAPIEN 3 transcatheter heart valve for implantation” using the
Edwards Commander Delivery System, among other catheter delivery systems.)

[402]

aplurality of movable
dies arranged to form

an iris disposed about

an aperture

The Crimper has aplurality of movable dies arranged to form an iris disposed about an aperture. For example:
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[40b]

the aperture having a
longitudinal axis,

Asillustrated above, the Crimper’s aperture has alongitudinal axis.

[40c]

the plurality of
movabl e dies between

The Crimper’s plurality of movable dies are between stationary plates disposed about the longitudina axis. For
example:
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stationary plates
disposed about the
longitudinal axis,
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[40d]

eachdiein
communication with an
actuation device,

Each of the Crimper’s diesisin communication with the Crimper’ s actuation device. For example:

[40€]

the actuation device
constructed and
arranged such that
rotational motion of the
actuation device opens
or closes the aperture,

The Crimper’ s actuation device is constructed and arranged such that rotational motion of the actuation device
opens or closes the aperture. See http://market3600nline.com/sglimages/1246/129856. pdf
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-\

See also: http://www.fda.gov/ucm/groups/fdagov-public/ @fdagov-af da-
adcom/documents/document/ucm262934.pdf, p. 2
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[40f] Each of the Crimper’s dies are operatively engaged to at least one of the stationary plates. For example:
the dies operatively

engaged to at least one
of the stationary plates;

[40]

each die having afirst
straight sideand a
second straight side,

Each of the Crimper’s dies has afirst straight side and a second straight side. For example:
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X777

[40h]

thefirst straight side
and the second straight
side converging to form
atip;

As shown above, the first straight side (green) and the second straight side (red) converge to form atip.

[40i]
wherein a portion of
the first straight side of

each die facesthe
aperture,

As shown above, a portion of the first straight side of each die (green) faces the aperture.

[40]]
each first straight side

parallel to the second
side of an adjacent die.

As shown above, each first straight side (red) is parallel to the second side of an adjacent die (green).
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Ex. F: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,749,234 By Edwards

Claim 1
Element Accused Products
T
%Smg ﬁ/]e:r catheter To the extent the preamble is deemed a limitation, on information and belief, Edwards made, used, offered to
comprisina: y sell, and/or sold in the United States, and/or imported into the United States the balloon catheter used in its
prising: Commander Delivery System (“Commander”) for delivery and deployment of its Sapien 3 product. For

example:
Commander :

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

claim language. These added designations are not part of the claim language and are not intended to limit the claims in any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.
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Source:  http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx.

[1d] . . . : . . . .
an inner shaft, the inner shaft The Com_mander incl ud&s' a catheter having an inner shaft having a proximal portion and adistal portion and a
center axis. For example:

having a proximal portion
and adistal portion and a
center axis,
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Commander :

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

[1b]

an inflatable medical balloon
positioned about the distal
portion of the inner shaft, the
medical balloon having an
expanded state, a contracted
state, aproximal end and a
distal end, wherein the
medical balloon can be
expanded from its contracted
state to its expanded state,
and

The Commander includes an inflatable medical balloon positioned about the distal portion of the inner shaft,
the medical balloon having an expanded state, a contracted state, a proximal end and a distal end, wherein the
medical balloon can be expanded from its contracted state to its expanded state. For example:
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Source: “thv_commander.mp4” available at http://www.edwards.com/eu/products/transcathetervalves
/Pages/thvhome.aspx (follow “Edwards SAPIEN 3 Valve’ hyperlink; then follow “ Transfemoral Procedural
Animation” hyperlink)

Page 4 of 16
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 249



Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)

[1c]

at least one mounting body
secured to the inner shaft,
inside the medical balloon
and around the center axis,
the mounting body having a
length, a circumferential
surface, wherein the

The Commander includes mounting body secured to the inner shaft, inside the medical balloon and around the
center axis. The mounting body isin the form of a coil having alength and a circumferential surface that is
outermost relative to the center axis and that faces radially away from the center axis and toward the medical
balloon. The coil has a separation in the form of a spiral.
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circumferential surfaceisa
surface of the mounting body
that is outermost relative to
the center axis and that faces
radially away from the center
axis and toward the medical
balloon, and having at least
one separation in the
circumferential surface,

Commander :

Source: “635907831022739465-EdwardsCommander-Distal.Expand.Valve.png” available at
http://www.app.com/story/news/heal th/cardiac/2016/02/11/heart-research-stem-cel [/80054246/ .

[1d]

wherein the &t least one
separation is exposed to a
portion of the medical
balloon which is located

The at |east one separation of the Commander coil is exposed to a portion of the balloon. The at least one
separation is a circumferential separation.
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along aradial line which
extends from the center axis
and through the separation,
the at |east one separation
being a circumferential
separation,

[1€]

wherein the mounting body
isformed of amaterial which
resiliently deforms under
radial pressure.

The coil of the Commander is capable resiliently deforming under radia pressure.

Claim 2

Element

Accused Products

[2 preambl €]
The stent delivery catheter of
clam1,

See claim chart for claim 1 above.

[24]

wherein the mounting body
has a plurality of separations,
the plurality of separations
being distinct from one
another and being linearly
aligned with one another
relative to the center axisand
the plurality of separations
being exposed to the medical
balloon.

The spira windings of the Commander coil comprise a plurality of separations.
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Claim 3

Element Accused Products
[3 preambl €] : :
The stent delivery catheter of See claim chart for claim 2 above.
clam 2,
[34] The spiral windings of the Commander coil are substantially parallel and substantialy circumferentialy

wherein the plurality of
separations are substantially
parallel and substantially
circumferentially positioned
around the mounting body.

positioned around the mounting body.

Claim 5
Element Accused Products
[5 preambl €] : .
The stent delivery catheter of See claim chart for claim 2 above.
clam 2,
(53] The spiral windings of the Commander coil form a plurality of linearly positioned separate rings, the separate

wherein the plurality of
separations form a plurality
of linearly positioned
separate rings, the separate
rings being linearly aligned
with one another and non-
overlapping relative to the
center axis.

rings being linearly aligned with one another and non-overlapping relative to the center axis..
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Claim 6

Element Accused Products
[6 preambl €] : :
The stent delivery catheter of See claim chart for claim 1 above.
clam1,
[6a] The spiral windings of the Commander coil comprise a separation substantialy aong the entire length of the

wherein the separation is

substantially along the entire mounting body.
length of the mounting body.
Claim7

Element Accused Products
[7 preambl €] : .
The stent delivery catheter of See claim chart for claim 1 above.
claml,
L7d] The Commander coil isintheform of aspiral.

wherein the separation isin
the form of aspira, the
separate rings being linearly
aligned with one another and
non-overlapping relative to
the center axis.
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Claim 8

Element

Accused Products

[8 preambl €]
The stent delivery catheter of
clam7,

See claim chart for claim 7 above.

[84]

wherein the separation is
substantially along the entire
length of the mounting body.

The spiral windings of the Commander coil comprise a separation substantially along the entire length of the
mounting body.

Claim 13

Element

Accused Products

[13 preamble]
The stent delivery catheter of
clam1,

See claim chart for claim 1 above.

[13a] . . . . ]
further comprising a stent The Commander and the Sapien 3 comprise a stent crimped onto amedica balloon. For example:
crimped onto the medica
balloon.
Commander:
Source:  http://www.edwards.com/eu/Products/TranscatheterV a ves/Pages/commander.aspX ..
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Claim 15

Element Accused Products
[15 preamble] : .
The stent delivery catheter of See claim chart for claim 13 above.
clam 13,
[15a] The Commander includes marker bands positioned proximally and distally of the stent. For example:

further including marker
bands positioned proximally

and distally of the stent.
Commander:

-

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 3 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.
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Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 11 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

Claim 18
Element Accused Products
[18 preamble] : .
The stent delivery catheter of See claim chart for claim 13 above.
claim 13,
[184] The portion of the Commander coil that comprises the mounting body is substantialy the same length as the

wherein the mounting body
is substantially the same
length as the stent.

stent.

Claim 19

Element Accused Products

[19 preambl €]
The stent delivery catheter of
clam1,

See claim chart for claim 1 above.

[194] . : . . . . .
he mounting body having an ITerr]%t p;]ortlon of the Commander coil that comprises the mounting body is substantially constant along its

outer diameter, wherein the
outer diameter of the
mounting body is
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substantially constant along

its length.
Claim 20
Element Accused Products
[20 preamble] : .
The stent delivery catheter of See claim chart for claim 1 above.
clam1l,
[204] . . i )
The Sapien 3 isatubular medical device.

further comprising a tubular
medical device,
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Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf .

[20b]

the tubular medical device
being about the medical
balloon and at least a portion
of the mounting body and
having an expanded state and

The Sapien 3 has a contracted state and an expanded state.
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acontracted state.

Source: “thv_commander.mp4” available at http://www.edwards.com/eu/products/transcathetervalves
/Pages/thvhome.aspx (follow “Edwards SAPIEN 3 Valve’ hyperlink; then follow “ Transfemoral Procedural
Animation” hyperlink)
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Source: “thv_commander.mp4” available at
http://www.edwards.com/eu/products/transcatheterval ves/Pages/'thvhome.aspx (follow “Edwards SAPIEN 3
Valve' hyperlink; then follow “ Transfemoral Procedural Animation” hyperlink)
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Claim5
Element Accused Products
[5 preamble’] information and belief, Edwards made and/or makes each of the ball h sed in i d
A method for On information an | ,E \Wards made and/or makes each of the oon catheters u in its Commander

Delivery System (“Commander”), Ascendra Delivery System (“Ascendra’), Certitude Delivery System
(“Certitude”), NovaF ex Delivery System (“NovaFlex”), and RetroFlex Delivery System (“RetroFlex”) using the
patented method detailed herein. On information and belief, unless otherwise noted, any differences between various
versions or models of the delivery systems identified herein are immaterial to the assertions set forth herein.

making a balloon
catheter comprising:

[5a] . o
providing aballoon Edwards provides a balloon cylinder in each of the accused products.
cylinder, Commander:

<

Ve
- mmmnmmm.'nﬂ
N

/1

Balloon

http://www.heal thwell nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR EdwardsCommander Distal.Expand.Vave .jpg

! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

claim language. These added designations are not part of the claim language and are not intended to limit the claims in any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Ascendra:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Certitude:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

NovaFlex:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

RetroFlex:

http://www.pcronline.com/L ectures/2009/Retrof | ex-3-a-new-percutaneous-valve-delivery-system-initial -experience-
and-outcome-data
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Balloon

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx?PageGuid=%7B1981375d-3f20-4ada-9bb3-69aa519b1d81%7D

[50]

the balloon cylinder
having afirst end
and a second end,

The provided balloon cylinder in each of the accused products has afirst end and a second end. For example:

Commander:

http://www.heal thwell nesscol orado.com/wpcontent/upl 0ads/2016/01/TAVR EdwardsCommander Distal.Expand.Valve .jpg

Ascendra:

Page 6 of 21
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Certitude:

NovaFlex:

RetroFlex:

Longitudinal Length J

Second End

Longitudinal Length J

Page 7 of 21

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 268



Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

[5c]

tsgiélnrjt e%d and the As shown above, the first and second end of the provided balloon cylinder in each of the accused productsis
separated by a separated by alongitudinal length.

longitudinal length;

L] Edwards provides a catheter comprising at least one shaft in each of the accused products, including, but not limited

providing a catheter
comprising at |least
one shaft; Commander:

to, transition tubes.

http://www.heal thwel Inesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Vave .jpg

Ascendra:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Certitude:

NovaFlex:

RetroFlex:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

[Se]

incorporating at least
onefold, the at least
one fold extending
from the first end to
the second end of
the balloon cylinder;
and

The provided balloon cylinder in each of the accused products incorporates at |east one fold extending from the first
end to the second end of the balloon cylinder. For example:

Commander :

Ascendra:
— Folds extending end to end

Certitude:
Folds extending end to end
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

NovaFlex:

RetroFlex:

https://www.researchgate.net/publication/257809371 The Edwards SAPIEN Transcatheter Heart Valve for Calci

Folds extending end to end

Folds extending end to end

fic Aortic Stenosis A Review of the Vave Procedure and Current Literature

[5f]

welding the balloon
cylinder with the at
least one fold to the
at least one shaft of

Oninformaiton and belief, Edwards welds the folded balloon cylinder to at |east one shaft of the catheter. For

example
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

the catheter. Commander :
Ascendra:
Certitude:
NovaFlex:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

RetroFlex:
Claim 6
Element Accused Products
[6 preambl €]
The method of claim | As shown in connection with claim 5, Edwards made and/or makes each of the accused products using the patented
5, method detailed in claim 5. See claim chart for claim 5, above.
[64]
wherein alaser is
used to weld the On information and belief, alaser is used to weld the balloon cylinder to the catheter in each of the accused products.
balloon cylinder to
the catheter.
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Claim9

Element

Accused Products

[9 preambl €]
The method of claim
5,

As shown in connection with claim 5, Edwards made and/or makes each of the accused products using the patented
method detailed in claim 5. See claim chart for claim 5, above.

[94]

wherein the balloon
cylinder is disposed
about the at least one

In each of the accused products, Edwards provides a balloon cylinder disposed about at least one shaft when
incorporating the at least one fold.

Commander:
shaft when -
incorporating the at
|east one fold.

Ascendra:

Page 14 of 21

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 275



Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Certitude:

NovaFlex:

RetroFlex:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Claim 10

Element

Accused Products

[10 preamble]
The method of claim
91

As shown in connection with claim 9, Edwards made and/or makes each of the accused products using the patented
method detailed in claim 9. See claim chart for claim 9, above.

[104]

further comprising
providing a mandrel,
the balloon cylinder
being disposed about
the at |east one shaft
which is disposed
about the mandrel
when incorporating
the at |east one fold.

In each of the Accused Products, Edwards provides a mandrel inside the catheter, and a balloon cylinder disposed
about at least one shaft which is disposed about the mandrel when incorporating the at least one fold.

Commander :
- Mandrel (inside)

Mandrel (inside)

Ascendra:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Certitude:

NovaFlex:

RetroFlex:

Mandrel (inside)

Mandrel (inside)

Mandrel (inside)
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Claim 11

Element

Accused Products

[11 preamble]
The method of claim
10,

As shown in connection with claim 10, Edwards made and/or makes each of the accused products using the patented
method detailed in claim 10. See claim chart for claim 10, above.

[11a]

wherein the balloon
cylinder is disposed
about the at least one
shaft whichis
disposed about the
mandrel when the
balloon cylinder is
welded to the at |east
one shaft of the
catheter.

In each of the accused products, Edwards provides a mandrel inside the catheter, and a balloon cylinder disposed
about at least one shaft when the balloon cylinder is welded to a shaft of the catheter.

Commander:

Mandrel (inside)

Mandrel (inside)
Ascendra:

T
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Certitude:

NovaFlex:

RetroFlex:

Mandrel (inside)

Mandrel (inside)

Mandrel (inside)
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Claim 12

Element

Accused Products

[12 preamble]
The method of claim
51

As shown in connection with claim 5, Edwards made and/or makes each of the accused products using the patented
method detailed in claim 5. See claim chart for claim 5, above.

[122]

further comprising
providing a mandrel,
the balloon cylinder

In each of the accused products, Edwards provides a mandrel inside the catheter, and a balloon cylinder disposed
about the mandrel when incorporating the at least one fold.

Commander:
beingdisposed about | — Mandrel (inside)
the mandrel while
incorporating the at
least one fold.
Mandrel (inside)
Ascendra:
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Ex. G: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 7,828,767 By Edwards

Mandrel (inside)

Certitude:

NovaFlex:

RetroFlex: Mandrel (inside)

Mandrel (inside)
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

Claim 1
Element Accused Products
T
’[Alr%ﬁmca'bl 3 e]vi ce To the extent the preamble is deemed alimitation, on information and belief, Edwards made, used, offered to
comprisina: ' sell, and/or sold in the United States, and/or imported into the United States its Commander Delivery System
prising: (*Commander”), Ascendra Delivery System (“Ascendra’), Certitude Delivery System (“Certitude”), NovaF ex

Delivery System (“NovaFlex”), and RetroFlex Delivery System (“RetroFlex”), each of which are medical
devices for delivery and deployment of its Sapien 3, and/or Sapien X T products.?

[1a] . . _

an dongate shaft including a i{;‘z t?efr thg ;cg;zemd gl)égducts have an elongate shaft including afirst tubular member and a second tubular

first tubular member and a ' PiE Distal end of second member,

second tubular member; Commander: proximal of distal stop

Second member
Second tubular member

(internal)

____________
8 \_/-\/f

W
S ;‘?9

Balloon . . . .
First member, including distal

http://www.heal thwel Inesscol orado.com/wp- stop with tapered portion
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Valve .jpg

! The designations in square brackets before the claim language in each row is added to permit convenient reference to specific

claim language. These added designations are not part of the claim language and are not intended to limit the claimsin any way. No
interpretation is intended to be conveyed by the words grouped together with each designation.

2 The Sapien 3, Sapien XT, and Sapien, and their corresponding delivery systems, are collectively referred to herein asthe
“Sapien products.” On information and belief, unless otherwise noted, any differences between various versions or models of the
deivery systemsidentified herein or between the Sapien 3, Sapien XT, and Sapien areimmaterial to the assertions set forth herein.
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

Ascendra:

Distal end of second member,
proximal of distal stop

Second member
Second tubular member

(internal)

Balloon First member, including distal

stop with tapered portion

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendrapl us.aspx

Certitude:

Distal end of second member,
Second member proximal of distal stop
Second tubular member

(internal)

First member, including distal
stop with tapered portion

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

NovaFlex:

Distal end of second member,
proximal of distal stop

Second member

Second tubular member
(internal)

First member, including distal
stop with tapered portion

http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx

Second member ]
Distal end of second member,

proximal of distal stop
Second tubular member

(internal)

First member, including distal
Balloon

stop with tapered portion

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGuid=%7B 1981375d- 3f20-4ada-9bb3-
69aa519b1d81%7D
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

[10]
2h 2? loon coupled to the As shown above, each of the accused products has a balloon coupled to the shaft.
t;

[1c]

afirst member coupled to the
first tubular member and As shown above, each of the accused products has afirst member, including a distal stop with atapered distal
positioned within the portion, coupled to the first tubular member and positioned within the balloon.

balloon, the first member
including adistal stop with a
tapered distal portion;

[1d]
wherein the distal stop
includes a proximal end face

The distal stop on each of the accused products includes a proximal end face that is substantially perpendicular
to the longitudinal axis of the elongate shaft. For example:

extending substantially Commander :
perpendicular to a
elongate shaft;

Distal stop with end face
http://www.heal thwel I nesscol orado.com/wp- perpendicular to longitudinal axis
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Valve .jpg
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

Ascendra:

Longitudinal Axis

Distal stop with end face

perpendicular to longitudinal axis
http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/ascendraplus.aspx

Certitude:

Longitudinal Axis

Distal stop with end face

perpendicular to longitudinal axis

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

NovaFlex:

Longitudinal Axis

Distal stop with end face

perpendicular to longitudinal axis

http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx

RetroFlex:

Longitudinal Axis

Distal stop with end face

perpendicular to longitudinal axis

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGuid=%7B 1981375d-3f20-4ada-9bb3-
692a519b1d81%7D
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

[1€]

a second member coupled to
the first tubular member and
positioned within the
balloon, the second member
having adistal end disposed
proximal of the distal stop;
and,

As shown above (see [14]), each of the accused products has second member with a distal end disposed
proximal of the distal stop, coupled to the first tubular member, and positioned within the balloon.

[1f]

amedica implant coupled to
the shaft and positioned
adjacent to the balloon.

Each accused product has amedical implant (such as the Sapien 3 or Sapien XT products) coupled to the shaft
and positioned adjacent to the balloon. For example:

Commander :

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

Ascendr a:

http://www.edwards.com/eu/Products/ TranscatheterV al ves/ Pages/ascendrapl us.aspx

Certitude:

http://www.edwards.com/eu/Products/ TranscatheterV a ves/Pages/certitude.aspx

http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx
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Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

NovaFlex:

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/novafl ex.aspx
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RetroFlex:

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGuid=%7B1981375d-3f 20-4ada-9bb3-
69aa519b1d81%7D
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Claim 2

Element Accused Products

[2 preambl €]
The medical deviceof claim | As shown in connection with claim 1, each of the accused products include all elementsof claim 1. Seeclaim
1 chart for claim 1, above.

[24]
wherein the first tubular
member is an inner tubular
member and wherein the Commander:
second tubular member is an
outer tubular member.

Each of the accused products has an inner first tubular member and an outer second tubular member. For
example:

Second tubular member

(internal)

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Valve .ipg

Ascendra:
Second tubular member

(internal)

http://www.edwards.com/eu/Products/ TranscatheterV al ves/ Pages/ascendrapl us.aspx
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Certitude:

Second tubular member

(internal)

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx

NovaFlex:

Second tubular member

(internal)

http://www.edwards.com/eu/Products/TranscatheterV alves/Pages/novaflex.aspx
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RetroFlex:
Second tubular member

(internal)

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGui d=%7B 1981375d-3f20-4ada-9bb3-
69aa519b1d81%7D
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Claim 3

Element

Accused Products

[3 preambl €]
The medical device of claim
1.

As shown in connection with claim 1, each of the accused products include all elementsof claim 1. Seeclaim
chart for claim 1, above.

(3]
wherein an inflation lumen is
defined between the inner
tubular member and the outer
tubular member, the inflation
lumen being in fluid
communication with the
balloon.

In each of the accused products, an inflation lumen is defined between the inner and outer tubular members
and isin fluid communication with the balloon. For example:

Commander:

Outer tubular member
(internal)

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Valve .jpg

Ascendra:
Outer tubular member

(internal)

http://www.edwards.com/eu/Products/ TranscatheterV al ves/ Pages/ascendrapl us.aspx
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Certitude:

Outer tubular member

(internal)

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx

NovaFlex:

Outer tubular member

(internal)

http://www.edwards.com/eu/Products/ TranscatheterV alves/Pages/novaflex.aspx
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RetroFlex:
Outer tubular member

(internal)

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGui d=%7B 1981375d-3f20-4ada-9bb3-
69aa519b1d81%7D

Page 16 of 68
Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 298



Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

Claim 4

Element Accused Products

[4 preambl €]
The medical deviceof claim | As shown in connection with claim 3, each of the accused products include al e ements of claim 3. Seeclaim
3 chart for claim 3, above.

[43]
wherein the balloon has a

proximal portion coupled to
the outer tubular member and | Commander :
wherein the balloon has a

distal portion coupled to the :
inner tubular member. (internal)

In each of the accused products, the proximal portion of the balloon is coupled to the outer tubular member
and the distal portion of the balloon is coupled to the inner tubular member. For example:

Outer tubular member

Proximal coupling '
(internal) ' Distal coupling

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Valve .ipg

Ascendra:
Outer tubular member

(internal)

Proximal coupling

(internal) Distal coupling

http://www.edwards.com/eu/Products/ T ranscatheterV al ves/ Pages/ascendrapl us.aspx
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Certitude:

Outer tubular member

(internal)

Proximal coupling
(internal)

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx

Distal coupling

NovaFlex:

Outer tubular member
(internal)

Proximal coupling

(internal) Distal coupling

http://www.edwards.com/eu/Products/ TranscatheterV alves/Pages/novaflex.aspx
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RetroFlex:
Outer tubular member

(internal)

Proximal coupling

(internal) Distal coupling

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGui d=%7B 1981375d-3f20-4ada-9bb3-

692a519b1d81%7D

Clam5

Element Accused Products

[5 preambl €]
The medical deviceof claim | Asshown in connection with claim 4, each of the accused productsinclude all elements of claim 4. Seeclam

4 chart for claim 4, above.

[5a]
wherein the proximal portion , , L . . . .
of the balloon is adhesively On information and belief, in each of the accused products, the proximal portion of the balloon is adhesively

bonded to the outer tubular bonded to the outer tubular member.

member.
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Claim 6

Element

Accused Products

[6 preambl €]
The medical device of claim
4.

As shown in connection with claim 4, each of the accused products include al elementsof claim 4. Seeclaim

chart for claim 4, above.

[6a]
wherein the distal portion of
the balloon is adhesively
bonded to the inner tubular
member.

On information and belief, in each of
bonded to the inner tubular member.

the accused products, the distal portion of the balloon is adhesively
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Claim 7
Element Accused Products
[7 preambl €] . . . . : . :
The medical deviceof claim | AS shown in connection with claim 1, each of the accused productsinclude all elements of clam 1. Seeclaim
1: chart for claim 1, above.
\[/Zr?]er ain the second member Each of the accused products have a second member configured to support the medical implant. For example:
isasupport member Commander: Second member Medical Implant
configured to support the
medical implant.
http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR_EdwardsCommander_Distal.Expand.Vave .ipg
Implant supported by
second member
http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx
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Ascendra;

Second member Medical implant

Second member supporting
medical implant

http://www.edwards.com/eu/Products/ TranscatheterV a ves/ Pages/ascendrapl us.aspx
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Certitude:

Second member

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx

Second member supporting

medical implant

http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx
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NovaFlex:

Second member
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RetroFlex: Second member

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGui d=%7B 1981375d-3f20-4ada-9bb3-
69aa519b1d81%7D
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Claim 8
Element Accused Products
[8 preambl €] ) ) ) . _ ) _
The medical deviceof claim | AS shown in connection with claim 1, each of the accused productsinclude all elements of clam 1. Seeclaim
1: chart for claim 1, above.
(82 Each of the accused products have a second member, the distal portion of which has a substantially constant

wherein the second member
includes adista portion

having a substantialy Commander:
constant outer diameter.

outer diameter. For example:

Distal end of second member with
Second member constant outer diameter

http://www.heal thwel| nesscol orado.com/wp-
content/uploads/2016/0/TAVR EdwardsCommander Distal.Expand.Vave .ipg
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Ascendr a:

Distal end of second member with
Second member constant outer diameter

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/ascendrapl us.aspx

Certitude:

Second member Distal end of second member with
constant outer diameter

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx
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NovaFlex:

Second member Distal end of second member with
constant outer diameter

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/novafl ex.aspx

Second member ] )
RetroFlex: Distal end of second member with

constant outer diameter

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGuid=%7B1981375d-3f 20-4ada-9bb3-
69aa519b1d81%7D
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Claim9
Element Accused Products
[9 preambl €] . . . . : . :
The medical deviceof claim | AS shown in connection with claim 1, each of the accused productsinclude all elements of clam 1. Seeclaim
1: chart for claim 1, above.
94 In each of the accused products, the first member and second member are longitudinally spaced from each

wherein the first member and
the second member are

longitudinally spaced from Commander:
each other.

other. For example:

Second member

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

http://www.heal thwel| nesscol orado.com/wp-
content/uploads/2016/0/TAVR EdwardsCommander Distal.Expand.Vave .ipg

Ascendra: Second member

http://www.edwards.com/eu/Products/TranscatheterV al ves/ Pages/ascendrapl us.aspx
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Certitude:

Second member

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/certitude.aspx

NovaFlex:

Second member

2=

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/novafl ex.aspx

Page 30 of 68

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 312




Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

RetroFlex:

Second member

E=m)

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGuid=%7B1981375d- 3f20-4ada-9bb3-
69aa519b1d81%7D
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Claim 10

Element Accused Products

10 preamble
[I'heenedi cal (]1evi ceof dlaim | Asshown in connection with claim 1, each of the accused productsinclude all elementsof claim 1. Seeclaim

1: chart for clam 1, above.

[10g]
wherein the medical implant
includes a stent.

As shown in connection with claim 1 above, each accused product has amedical implant (such as the Sapien 3
or Sapien XT products) coupled to the shaft and positioned adjacent to the balloon. See claim chart for claim
1f, above. For example:

Each of the Sapien products comprises astent. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .

Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /lUCM 262938.pdf .
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Claim 11

Element Accused Products

11 preamble
[I'heenedi cal (]1evi ceof claim | Asshown in connection with claim 1, each of the accused productsinclude all elementsof claim 1. Seeclaim

1: chart for clam 1, above.

[114]

wherein the medical implant
is configured to be expanded
by expanding the balloon.

As shown in connection with claim 1 above, each accused product has a medical implant (such as the Sapien 3
or Sapien XT products) coupled to the shaft and positioned adjacent to the balloon. See claim chart for claim
1f, above.

Each of the Sapien products comprises a balloon-expandable stent. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .
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Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

Each of the Accused Products uses a balloon to expand the stent. For example:
Commander:

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx

Ascendra:

http://www.edwards.com/eu/Products/TranscatheterV al ves/ Pages/ascendrapl us.aspx
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Certitude:

http://www.edwards.com/eu/Products/ TranscatheterV a ves/Pages/certitude.aspx

http://www.edwards.com/eu/products/transcatheterval ves/Pages/thvhome.aspx
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NovaFlex:

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/novafl ex.aspx
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RetroFlex:

http://www.edwards.com/eu/newsroom/Pages/showpr.aspx ?PageGuid=%7B1981375d-3f 20-4ada-9bb3-
69aa519b1d81%7D
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Claim 12
Element Accused Products
[12 preamble] _ _ _ ) _ ) _
The medical deviceof claim | AS shown in connection with claim 1, each of the accused productsinclude all elementsof clam 1. Seeclaim
1: chart for claim 1, above.
[124]

Each of the accused products contai ns radiopague markers on either the first or second members. For

wherein the first member, the )
example:

second member, or both
include aradiopaque marker. | Commander:

Commander Instructions for Use, pp. 2, 3 - http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf
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Ascendra;

Instructions for Use, pp. 36-37

http://www.fda.gov/downl oads/AdvisoryCommittees/ CommitteesM eetingM aterial M edical Devices/M edical
DevicesAdvisoryCommittee/Circul atorySystembDevicesPanel /U CM 307362. pdf

Certitude:
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Instructions for Use, pp. 1, 23

https.//www.goodl e.com/url ?sa=t& rct=j & g=& esrc=s& source=web& cd=5& ved=0ahU K EwjRjgW00ZHOAh
WTCD4KHY ocC1IQFgg7MA Q& url =https%3A %2F%2Fkategori zaci a.mzsr.sk%2FPomocky%2FDownl oad
%2FRequestAttachment%2F42973& usg=A FQj CNEi QREYydPgWA sSHf 13pOSWFDW22tA& sig2=_ 323977
hSK1BUVhfrgZ7Q& bvm=bv.127984354,d.c\Ww
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NovaFlex:

Vahve Alignment
Markers

et Doubde Marker

J==

L. = I —

]
LT T

Balloon Valve Crimp

'illll}lku"llg EEITiI'II'I
Lemgth

Instructions for Use, pp. 2, 3
http://www.accessdata.fda.gov/cdrh docs/pdf13/P130009d.pdf
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RetroFlex:

Instructions for Use, p. 76.

http://www.fda.gov/downl oads/AdvisoryCommittees CommitteesM eetingM aterial M edical Devices/M edical
DevicesAdvisoryCommittee/Circul atorySystemDevicesPanel /UCM307362.pdf at p. 76
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Claim 13

Element Accused Products

[13 preamble]
A system for deliveringan | As detailed above, the Commander is a catheter system for delivering implantable medical devices, such asthe
implantable medical device, | Sgpien products.

the system comprising:

[134] . . .
acatheter shaft, the catheter ‘(Ia')tl:n%?(rar.lmander has an catheter shaft including an inner tubular member and an outer tubular member. For

shaft including an inner
tubular member and an outer

tubular member;
Tapered distal stop

with perpendicular

proximal end face
Longitudinal Axis

Outer tubular member

end I e SN\ /
IRARALL i Y Tl e p—

Distal end

Balloon s = Proximal member

http://www.heal thwel Inesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Vave .jpg

[130]
aballoon coupled to the As shown above, a balloon is coupled to the catheter shaft of the Commander.
catheter shaft;

[13c]

adistal stop including a

As shown above, the Commander has atapered dista stop attached to the inner tubular member and positioned
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tapered distal portion
attached to the inner tubular
member and positioned at
least partially underneath the
balloon;

within the balloon.

[13d]

wherein the distal stop
includes a proximal end face
extending substantially
perpendicular to a
longitudinal axis of the
catheter shaft;

As shown above, the distal stop in the Commander includes a proximal end face perpendicular to the
longitudinal axis of the catheter shaft.

[13€]

aproxima member attached
to the inner tubular member
and positioned underneath
the balloon, the proximal
member having adistal end
disposed proximal of the

As shown above, the Commander has a proximal member attached to the inner tubular member and positioned
underneath the balloon, with the distal end of the proxima member disposed proximal of the distal stop.

distal stop; and
213;2 diovascular implant The Commander has a cardiovascular implant (such as the Sapien products) disposed aong the catheter shaft
disposed along the catheter and configured to shift between afirst configuration (for deployment) and an expanded configuration.

shaft, the cardiovascular
implant being configured to
shift between afirst
configuration and an
expanded configuration.

The Commander comprises a baloon-expandable stent. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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The Commander is used to deliver cardiovascular implants such as the Sapien products.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

The Commander uses a balloon to expand the cardiovascular implant.

First configuration Expanded configuration

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx
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Claim 14
Element Accused Products
[14 preamble] . . As shown in connection with claim 13, the Commander includes all € ements of claim 13. See claim chart for
The system of claim 13: .
claim 13, above.
[144] In the Commander, an inflation lumen is defined between the inner and outer tubular members and isin fluid

wherein an inflation lumen is
defined between the inner
tubular member and the outer
tubular member, the inflation
lumen being in fluid

communication with the balloon. For example:

Outer tubular member

communication with the (internal)
balloon. / I
,,,,, IS, ¢ NS
............ LA w T tm— —
- '
Wl
& Mq"”{’
http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/0L/TAVR EdwardsCommander Distal.Expand.Vave .jpg
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Claim 15
Element Accused Products
[15 preamble] . . As shown in connection with claim 14, the Commander includes all € ements of claim 14. See claim chart for
The system of claim 14: .
claim 14, above.
[154]

In the Commander, the proximal portion of the balloon is coupled to the outer tubular member and the distal

wherein the balloon has a portion of the balloon is coupled to the inner tubular member. For example:

proximal portion coupled to
the outer tubular member and
wherein the balloon has a
distal portion coupled to the :
inner tubular member. (internal)

Outer tubular member

Proximal coupling _ :
(internal) ' ' Distal coupling

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/0L/TAVR EdwardsCommander Distal.Expand.Vave .jpg
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Claim 16
Element Accused Products
[16 preamble] . ) As shown in connection with claim 13, the Commander includes all el ements of claim 13. See claim chart for
The system of claim 13: :
claim 13, above.
[164]

In the Commander, the proximal member includes adista region having a substantially consistent outer

wherein the proximal diameter. For example:

member includes a distal
region having a substantially
constant outer diameter.

Proximal member

J
=

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Dista.Expand.Vave .jpg
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Claim 17
Element Accused Products
[17 preamble] . : . . . : .
The system of claim 13 As shown in connection with claim 13, the Commander includes all € ements of claim 13. See claim chart for

claim 13, above.

[173]

wherein the distal stop and
the proximal member are
longitudinally spaced from
each other.

In the Commander, the distal stop is longitudinally spaced from the proximal member. For example:

Proximal member

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/0L/TAVR EdwardsCommander Distal.Expand.Vave .jpg
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Claim 18
Element Accused Products
[18 preamble] : : : : . : .
The system of claim 13: As shown in connection with claim 13, the Commander includes all el ements of claim 13. See claim chart for

claim 13, above.

[182]
wherein the cardiovascular
implant includes a stent.

The Commander is used to deliver cardiovascular implants such as the Sapien products. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

The Commander comprises a balloon-expandabl e stent.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.
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Claim 19
Element Accused Products
[19 preamble] : : : : . : .
The system of claim 13: As shown in connection with claim 13, the Commander includes all el ements of claim 13. See claim chart for

claim 13, above.

[19]

Wherein the cardiovascul ar
implant is configured to be
expanded by the balloon.

The Commander is used to deliver cardiovascular implants such as the Sapien products. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

The Commander comprises a baloon-expandable stent. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh docs/pdf 13/P130009d.pdf.
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Source: Edwards SAPIEN Transcatheter Heart Vave with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

The Commander uses a balloon to expand the cardiovascular implant.

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx

Claim 20
Element Accused Products
[20 preamble] : : : . . : .
The system of claim 13: As shown in connection with claim 13, the Commander includes all elements of claim 13. See claim chart for

claim 13, above.

[20a]
wherein the distal stop, the
proximal member, or both

The Commander has multiple radiopague markers. On information and belief, the distal stop, the proximal
member, or both include aradiopaque marker. For example:
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include aradiopaque marker.

Commander Instructions for Use, pp. 2, 3 - http://www.accessdata.fda.gov/cdrh _docs/pdf14/P140031c.pdf

Claim 21

Element Accused Products

[21 preamble]

A medical device for
implanting a medical
implant, the medical device
comprising:

As detailed above, the Commander is a medical device for implanting medical implants, such as the Sapien
products.
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[214]

acatheter shaft, the catheter
shaft including an inner
tubular member and an outer
tubular member;

The Commander has an catheter shaft including an inner tubular member and an outer tubular member. For
example:

Outer tubular member
(internal)

Proximal coupling

i [
(internal) Balloon

Distal coupling

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Distal.Expand.Vave .jpg

[21b]
aballoon attached to the
catheter shaft;

As shown above, the Commander has a baloon attached to the catheter shaft.

[21c]

wherein a proximal portion
of the balloon is coupled to
the outer tubular member and
adistal portion of the balloon
is coupled to the inner
tubular member;

As shown above, in the Commander, the proximal portion of the balloon is coupled to the outer tubular
member and the distal portion of the balloon is coupled to the inner tubular member.

[21d]

wherein an inflation lumen is
defined between the inner
tubular member and the outer
tubular member, the inflation
lumen being in fluid
communication with the

As shown above, in the Commander, the inflation lumen is defined between the inner tubular member and the
outer tubular member and isin fluid communication with the balloon.
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balloon;

[21€]

wherein abody portion of
the balloon extends over an
implant receiving region of
the inner tubular member;

A body portion of the balloon in the Commander extends over an implant receiveing region of the innter
tubular member. For example:

Proximal member

Longitudinal Axis

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

Tapered distal stop with
Balloon perpendicular proximal end face
http://www.heal thwel I nesscol orado.com/wp- Implant receiving region
content/uploads/2016/01/TAVR_EdwardsCommander_Distal.Expand.Valve .jpg

[21f]
adistal stop including a
tapered distal portion As shown above, the Commander has atapered distal stop attached to the inner tubular member at a position
attached to the inner tubular | adjacent to the implant receiving region.

member adjacent to the
implant receiving region;

[21q]

wherein the distal stop
includes a proximal end face
extending substantially
perpendicular to a
longitudinal axis of the
catheter shaft;

As shown above, the distal stop in the Commander has a proximal end face extending perpendicular to the
longitudinal axis of the catheter shaft.

[21h]

wherein at least a portion of
the distal stop isdisposed
within the balloon;

As shown above, the Commander has adistal stop disposed within the balloon.
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[21i]

aproxima member attached
to the implant receiving
region and positioned
between the implant
receiving region and the
body portion of the balloon,
the proximal member having
adistal end disposed
proximal of the distal stop;
and

As show above, the Commander has a proxima member attached to the implant receiveing region, positioned
between the implant receiving region and the body portion of the balloon, and having its distal end disposed
proximal of the distal stop.

[21]]

an implantable
endoprosthesis disposed
along the catheter shaft, the
implantable endoprosthesis
being configured to be
received along the implant
receiving region.

The commander has implantable endoprosthesi s (such as the Sapien products) disposed along the catheter
shaft and configured to be received along the implant receiving region.

Each of the Sapien products comprises an implantable endoprosthesis. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Vave with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Source: Edwards SAPIEN XT Transcatheter Heart Valve with the Ascendra+ Delivery System: Instructions
for Use at 1 available at http://www.accessdata.fda.gov/cdrh_docs/pdf13/P130009d.pdf .
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Source: Edwards SAPIEN Transcatheter Heart Valve with the RetroFlex 3 Delivery System: Instructions for
Use at 1 available at http://www.fda.gov/downloads/Adviso...orySystemDevicesPanel /UCM 262938.pdf .

The Commander is used to deliver implantable endoprosthesis such as the Sapien products.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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The implantable endoprosthesisis received along the implant receiving region of the Commander

O

http://www.edwards.com/eu/Products/TranscatheterV al ves/Pages/commander.aspx
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Claim 22

Element Accused Products

[22 preambl ]
The medica deviceof clam | ASshown in connection with claim 21, the Commander includes all elements of claim 21. See claim chart for
21 claim 21, above.

[224]

wherein the proximal
member includes adistal
region having a substantially
constant outer diameter.

In the Commander, the proximal member includes adista region having a substantially consistent outer
diameter. For example:

Proximal member

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/01/TAVR EdwardsCommander Dista.Expand.Vave .jpg

Page 59 of 68

Petitioner Edwards Lifesciences Corporation - Exhibit 1006 - Page 341



Ex. H: CLAIM CHART FOR INFRINGEMENT OF
U.S. PATENT NO. 8,709,062 By Edwards

Claim 23

Element

Accused Products

[23 preamble]
The medical device of claim
21:

As shown in connection with claim 21, the Commander includes all e ements of claim 21. See claim chart for
claim 21, above.

[234]

wherein the distal stop and
the proximal member are
longitudinally spaced from
each other.

In the Commander, the distal stop is longitudinally spaced from the proximal member. For example:

Proximal member

http://www.heal thwel | nesscol orado.com/wp-
content/uploads/2016/0L/TAVR EdwardsCommander Distal.Expand.Vave .jpg
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Claim 24

Element

Accused Products

[24 preamble]
The medical device of claim
21:

As shown in connection with claim 21, the Commander includes all elements of claim 21. See claim chart for

claim 21, above.

[244]

wherein the implantable
endoprosthesis includes a
stent.

The Commander is used to deliver implantable endoprosthesis such as the Sapien products. For example:

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.

Each of the Sapien products comprises a balloon-expandabl e stent.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.
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Claim 25

Element

Accused Products

[25 preambl ]
The medical device of claim
21:

As shown in connection with claim 21, the Commander includes all elements of claim 21. See claim chart for
claim 21, above.

[252]

further comprising a
radiopague marker coupled
to the inner tubular member.

The Commander has multiple radiopague markers, including at least one coupled to the inner tubular member.
For example:

Commander Instructions for Use, pp. 2, 3 - http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf
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Claim 26

Element

Accused Products

[26 preamble]

A system for delivering an
implantable medical device,
the system comprising:

As detailed above, the Commander is a catheter system for delivering implantable medical devices, such asthe
Sapien products.

[264]

acatheter shaft, the catheter
shaft including an inner
tubular member and an outer
tubular member;

The Commander has a catheter shaft including an inner tubular member and an outer tubular member.

Outer tubular member

(internal)

-

Distal end

Balloon

http://www.heal thwel | nesscol orado.com/wp-
content/upl0oads/2016/01/TAVR EdwardsCommander Distal.Expand.Vave .jpg

[26b]

wherein the inner tubular
member has adistal end that
extends distally beyond a
distal end of the outer tubular
member;

As shown above, the inner tubular member of the Commander has adistal end that extends distally beyond a
distal end of the outer tubular member.

[26c]
wherein the inner tubular
member defines a guidewire

The inner tubular member in the Commander defines a guidewire lumen.
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lumen;

Instructions for Use, p. 2 - http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf

[26d]

aballoon attached to the
catheter shaft, the balloon
being configured to shift
between a collapsed
configuration and an
expanded configuration;

The Commander has a balloon attached to the catheter shaft and configured to shift between a collapesed
configuration and an expanded configuration. For example:

Distal portion coupled to

inner tubular member
Inflation Lumen

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx

[26€]

wherein aproximal portion
of the balloon is coupled to
the outer tubular member and

As shown above, in the Commander, the proximal portion of the balloon is coupled to the outer tubular
member and the distal portion of the balloon is coupled to the inner tubular member.
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adistal portion of the balloon
is coupled to the inner
tubular member;

[26f]

wherein an inflation lumen is
defined between the inner
tubular member and the outer
tubular member, the inflation
lumen being in fluid
communication with the
balloon;

As shown above, in the Commander, the inflation lumen is defined between the inner tubular member and the
outer tubular member and isin fluid communi cation with the balloon.

[264]

wherein abody portion of
the balloon extends over an
implant receiving region of
the inner tubular member;

A body portion of the balloon in the Commander extends over an implant receiveing region of the inner
tubular member. For example:

Proximal member

Balloon Tapered distal stop

http://www.heal thwell nesscol orado.com/wp- Implant receiving region

content/uploads/2016/0L/TAVR EdwardsCommander Distal.Expand.Vave .jpg

[26h]

adistal stop attached to the
inner tubular member at a
position adjacent to the
implant receiving region, the
distal stop being disposed at

As shown above, the Commander has a distal stop attached to the inner tubular member at a position adjacent
to the implant receiving region and disposed between the balloon and the inner tubular member.
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least partially between the
balloon and the inner tubular
member;

[26i]
wherein at least a section of
the distal stop is tapered,

As shown above, the distal stop in the Commander is tapered.

[26]

aproxima member attached
to the implant receiving
region and being positioned
between the implant
receiving region and the
body portion of the balloon;

As described above, the Commander has a proximal member attached to the implant receiving region and
positioned between the implant receiving region and the body porton of the balloon.

[26K]

wherein the distal stopis
axialy spaced from the
proximal member;

As shown above, the distal stop in the Commander is axially spaced from the proximal member.

[261]

afirst radiopague marker
disposed aong the implant
receiving region and
positioned adjacent to the
distal stop;

The Commander has multiple radiopague markers. On information and belief, the Commander has afirst
marker disposed along the implant receiving region and positioned adjacent to the distal stop. For example:
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Commander Instructions for Use, pp. 2, 3 - http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf

[26m]

a second radiopagque marker
disposed along the implant
receiving region and
positioned adjacent to the
proximal member;

As shown immediately above, the Commander has multiple radiopaque markers. On information and belief,
the Commander has a radiopaque marker disposed along the implant receiving region and positioned adjacent
to the proximal member.

[26n]

wherein the first radiopagque
marker is axially spaced
from the second radiopague
marker; and

As described above, the first radiopagque marker in the Commander is axially spaced from the second
radiopague marker.

[260]

an implantable
endoprosthesis disposed
along the catheter shaft and
configured to be received
along the implant receiving
region, the implantable
endoprosthesis being
configured to be expandable
by the balloon.

The Commander has implantable endoprosthesis (such as the Sapien products) disposed along the catheter
shaft and configured to be received along the implant receiving region and expanded by the ball oon.

The Commander comprises a balloon-expandabl e implantable endoprosthesis.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh docs/pdf14/P140031c.pdf.
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The Commander is used to deliver an implantable endoprosthesis such as the Sapien products.

Source: Edwards SAPIEN 3 Transcatheter Heart Valve with the Edwards Commander Delivery System:
Instructions for Use at 2 available at http://www.accessdata.fda.gov/cdrh_docs/pdf14/P140031c.pdf.

The Commander uses a balloon to expand the implantable endoprosthesis, which is received aong the implant
receiving region.

O

http://www.edwards.com/eu/Products/ TranscatheterV al ves/Pages/commander.aspx
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