Zenith®
AAA Flex Endovascular Graft




Development of the
Zenith AAA® Endovascular Graft System
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Aorto-aortic, uncovered proximal fixation stent

Bifurcated 2-piece prosthesis, fully stented; transfer capsule,
top cap

External stents, running suture attachment
One shot delivery system; longer overlap zone

Bifurcated 3-piece prosthesis with current proximal
fixation stent

Shorter stents in limbs, longer gaps between limb
stents

Pivotal U.S. trial began (refer to IFU for trial results)
FDA Approval for commercial release (May 23, 2003)



Main Endovascular Graft:
TFFB - diameter-length-(ZT)
TFLE - diameter-length-ZT

Ancillary Components

ESC
ESBE
ZIP
ESP




Unique Stent Graft Design

» Gratft flexibility

»5 mm gaps between the 1st and 2"? Stent
and 2" and 3 Stent on Main Body diameters
22 mm — 32mm

»6 mm gaps between the 1st and 2"d Stent
and 2" and 3 Stent on Main Body diameters
36 mm

»Secure graft/vessel apposition

»Dimensional stability




»More flexibility in the infrarenal segment

> Increased conformability

»Improved delivery system




H&L-B One-Shot Introduction System
with Flexor sheath and Captor hemostatic valve




Flexor Introducer Sheath
Radiopaque band
Hydrophilic coating reduces friction
Flexibility, less kinking and compression

Captor Hemostatic Valve
Inhibits blood reflux.




Low Bifurcation

»closest to human anatomy
»graft supported by iliac bifurcaton

»ease of cannulation cl limb




4 Gold Proximal Markers

2 mm from most
proximal segment of graft
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,‘ Highly-visible z-stents

f Radiopaque Cannulae

J
\ Contralateral Limb Gold Marker
Contralateral limb “check mark”




Control

Top




Columnar Support

Provides stability

Consistent with natural anatomy

Exoskeleton

pulls graft to full diameter
not a windsock

allows clear passage of wires & catheters

Endoskeleton

pushes graft out to seal
graft to vessel

graft to graft



l Independent Seal and Fixation

Fixation
Seal




Stent Lengths — Main Body
22 mm — 32 mm

Suprarenal stent
Proximal sealing stent
smm Gaps

External stents

First stent after bifurcation

Distal limb stents




Stent Lengths — Main Body
36 mm

Suprarenal stent
Proximal sealing stent

6mm gaps

External stents

First stent after bifurcation

Distal limb stents




What is the Difference between Flex Legs
and Regular Legs?

* More Flexibility in tortuous lliac Vessels
» 24-35% decreased kink radius to provide more flexibility
 Improved Delivery System




Z-Trak™ Introducer Sheath

 Improved Delivery System Z-Trak™ Introducer
Sheath

« Radiolucent and low friction PTFE sheath
material

« NEW Captor Valve
« New and improved valve housing




Z-Trak™ Introducer Sheath

Introducer Sheath for lliac Legs is 71 cm
» Introducer Sheath plus valve length for lliac Legs is 82 cm
» lliac leg diameter 8 - 10 mm in 14 French Sheath

» |liac leg diameter 12 - 24 mm in 16 French Sheath




New Valve Design

New Captor Valve Design-
- easier to rotate
- design eliminates physicians over-rotating closure valve
- Sleeker design

* New Peelaway Sheath with pull tabs
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Flex Legs




Flex Stent Lengths

Sealing stent to main body

External stents

Distal sealing stent

~5 mMm gaps

Fﬂ/ ;



Diameters 22 mm — 32 mm

Main cl Length (mm)
Body 82 96 111 125 140
22
o 18 Fr H&L-B One-Shot™
% 24 Introduction System
M
5 A
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2 28
20 Fr H&L-B One-Shot™
30 Introduction System
32

5 lengths, 6 diameters... 30 sizes of main bodies




36 mm Device

Main cl Length (mm)

Body 05 113 131 149

O

5
3 36  22Fr H&L-B One-Shot™
N e g Introduction System
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36 mm Main Body is available only in 4 lengths.










Description lliac Branch




Expanded Treatment Options

Built on the proven Zenith
platform, Zenith Branch
Endovascular Graft - Iliac
Bifurcation Graft expands
the treatment of aortoiliac
or 1liac aneurysms.




The Standard lliac Sidebranch Device

Common iliac segment:

— Diameter 12mm.

— Proximal Nitinol ring.

— Length 45mm or 61mm.

External iliac segment:
— Length 41mm or 58mm.
— Diameters 10mm or 12mm.




Security

Reducing
Cook-Z
stent aids

1n

securing

and
seal

ing

brig

oing

stent

Sealing
rings help
maintain
lumen
patency
during
access and
secure
bridging



Proximal Gold Marker

Sidebranch
Distal Gold
Marker




Gold Markers

Proximal Body Margin

Branch distal
margin




lllac Sidebranch Device




The Standard lliac Sidebranch Device

Side Branch:

- Nitinol stent.

- 7mm reinforced rings
4 x gold markers
Indwelling catheter
20Fr introducer




Radiopaque Markers

Gold markers on the
internal 1liac branch
clement ensure precise
positioning of
components




Bridging Limb

* Flex TFLE
« Distal diameter always = 16mm
» Overlap with IBD:

— Up to 1% stents with the 45mm long
proximal component.

— Up to 2% stents for the 61mm long
proximal component.




Controlled Access

A pre-loaded
catheter
incorporated into
the Zenith H&L-B
One Shot
Introduction
System simplifies
access to the
internal 1liac




New Therapy Options

The Zenith Branch
Endovascular Graft
preserves blood flow to
the internal 1liac,
reducing the potential
for 1schemic sequelae.




Woven Polyester

Lightweight, strong,
shrink-resistant
synthetic polymer has
been used historically to
surgically treat AAA’s
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Device Description

* Modular system of components

« Two-piece main body (Proximal Body Graft with fenestrations
and Distal Bifurcated Body Gratft)

« Contralateral limb

« Zenith ancillary components

« Self-expanding, stainless steel z-stents
 Full-thickness, woven polyester fabric

- Braided polyester and monofilament polypropylene sutures



Device Description

* Proximal Body Gratft

« Deployed first

« Uncovered suprarenal stent at the proximal end of the graft
containing 10 or 12 barbs for additional device fixation

« One or two sealing stents

» Fenestrations with gold radiopaque markers

« Four radiopague markers around the proximal edge
« One gold marker on the distal end of graft

» Anterior radiopaque check (tick) mark



onith Fenestrated AAA

Endovascular Graft

Small .
Fenestration -

Distal Bifurcated T 5 £ >
Body Graft > )/.,,./ /
: Large
Fenestration

™~

Leg Extension
Graft




Device Description

= Distal Biiurcated Body Gra

» Deployed second; overlapped within proximal component
 Bifurcated with integral iliac leg component

« Radiopaque check mark for orientation



Expanded Treatment Options

« Built on our proven Zenith platform,
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Endovascular Graft offers
customized solutions for an
expanded range of AAA patients.



Customized Design

« Extensive selection of
individual components
provides physicians the ability
to customize each Zenith
Fenestrated AAA
Endovascular Graft to the
patient’s anatomy.




Custom Fenestrations

Scallop: Small Large
ey — Fenestration: Fenestration:
proximal edge are Small fenestrations  Large fenestrations
10 mm wide and are 6 mm wide and  range from 8—12 mm

6—12 mm high. 6-8 mm high. in diameter.







Scallop

* One low renal artery

« For SMA when small
fenestrations used for
renal arteries




Large Fenestration

Gold markers

(4)




arge Fenestration

 When renal arteries and

» Accessory renal arteries

* May have struts crossing it




enestration

L T~ ~ell1C 0 Ol TINQG
".' y ',' ‘:' % \l\

‘] | \
_ S8 ——— Gold markers (4)
! b f ¥ /

7
at
#
4 ifi ‘,I n
£F87 [ﬂ
[ :,.
e
J
. Yy t('l:'

1 v




Small Fenestration




Diameter-Reducing Ties
. L_Jnique_t_jiamet_er-reducing

cannulation and
graft manipulation.




nrarenal Fixation with
Anchoring Barbs

« Established suprarenal
barbs is the benchmark
for stability and graft-to-
vessel attachment.
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e Zenith H&L-B One-Shot™
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release mechanisms that are ! '
used to control dewce_ f———
deployment. Sequential release
knob positioning simplifies
deployment process.

e Sheaths are 20 FrID /
8.1 mm OD

« Sheath length is 50 cm



Woven Polyester
. Lig_htweigr_lt, strong,
polymer has historically

been used to surgically
treat AAAS.

:
IIIII

N




