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lliac Legs

Gold Radiopaque Markers (4)
Suprarenal Stent

Main Body

Gold Radiopaque Marker

lliakalni ramena

Zlaté rentgenokontrastni znacky (4)
Suprarendlni stent

Hlavni télo

Zlaté rentgenokontrastni znacka

lliaca-ben

Rontgenfaste gyldne markerer (4)
Suprarenal stent

Hovedprotese

Rentgenfast guldmarker

lliakale Schenkel

Roéntgendichte Goldmarkierungen (4)
Suprarenaler Stent

Hauptkorper

Réntgendichte Goldmarkierung

NAaydvia okéNn

Xpuooi akTivookiepoi SeikTeg (4)
Emveppikn evbompdobeon
Kuplo owpa

XpUuoOG AKTIVOOKIEPAG SEIKTNG
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Ramas iliacas

Marcadores radiopacos de oro (4)
Stent suprarrenal

Cuerpo principal

Marcador radiopaco de oro

Jambages iliaques

Marqueurs radio-opaques en or (4)
Stent suprarénal

Corps principal

Marqueur radio-opaque en or

lliacaszarak

Arany sugarfogé markerek (4)
Suprarenalis sztent

Fo grafttorzs

Arany sugarfogé marker

Branche iliache

Marker radiopachi d'oro (4)
Stent soprarenale

Corpo principale

Marker radiopaco d'oro

lliacale poten

Gouden radiopake markeringen (4)
Suprarenale stent

Main body

Gouden radiopake markering
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lliaca-ben

Radioopake gullmarkerer (4)
Suprarenal stent

Hoveddel

Radioopak gullmarker

Odnogi biodrowe

Ztote znaczniki cieniodajne (4)
Stent nadnerkowy

Gtéwny trzon

Ztoty znacznik cieniodajny

Extremidades iliacas

Marcadores radiopacos de ouro (4)
Stent supra-renal

Corpo principal

Marcador radiopaco de ouro

lliakaliska graftben

Réntgentéta guldmarkeringar (4)
Suprarenal stent

Huvudstomme

Rontgentat markering av guld
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Hub

Back-end Cap

Blue Rotation Handle

Black Safety Lock Knob
Gray Safety Lock Knob
Black Gripper

Gray Positioner

Captor Sleeve

Captor® Hemostatic Valve
Flexor® Introducer Sheath
Flushing Groove

Dilator Tip

Connecting Tube

Stopcock

Main Body Graft

Usti

Koncovy uzévér

Modra rota¢ni rukojet
Cerny knoflik bezpec¢nostni zdpadky
Sedy knoflik bezpe¢nostni zapadky
Cerny drzék

Sedy polohova¢

Objimka Captor
Hemostaticky ventil Captor®

. Zavadéci sheath Flexor®
. Proplachovaci zafez
. Hrot dilatétoru

Spojovaci hadicka
Uzaviraci kohout
Hlavni télo graftu

Muffe

Bagendens hztte

Blt rotationshandtag
Sort knap til sikkerhedslas
Gra knap til sikkerhedslas
Sort gribeanordning

Gré placeringsanordning
Captor hylster

Captor® haeemostaseventil

. Flexor® indferingssheath
. Skyllerille
. Dilatatorspids

Forbindelsesslange
Hane
Hovedprotese

Ansatz

Riickwartige Kappe

Blauer Drehgriff

Schwarzes Rad der Sicherheitssperre
Graues Rad der Sicherheitssperre
Schwarzer Greifer

Grauer Positionierer

Captor Hilse

Captor® Hamostaseventil
Flexor®-Einfiihrschleuse

. Spdlrille
. Dilatatorspitze

Verbindungsschlauch
Absperrhahn
Prothesenhauptkdrper

Opardg

Mwpa omobiou dkpou

Mme Aafr| mepIoTPOPNG

Mavpo mepIoTPEPOUEVO KOUTT
acpaNiong

TKPL TTEPIOTPEPOUEVO KOUUTT aoQANoNG
Mavpn ouokeur cUMNYNG

kpt Siaragn tomoBétnong

Xitwvio Captor

AwpooTtatikr BarBida Captor®

. OnKdp! elcaywyéa Flexor®

Eykomm ékmuong

AKpo SlaoToéa
ZUVSETIKOG CwArvag
ZTpoLyya

MooxEUHA KUPIOU OWHATOC
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Conector

Tapon del extremo posterior
Mango de rotacién azul
Mando negro del seguro
Mando gris del seguro
Agarrador negro
Posicionador gris

Manguito Captor

Vélvula hemostatica Captor®
Vaina introductora Flexor®
Ranura de lavado

Punta del dilatador

Tubo conector

Llave de paso

Cuerpo principal de la endoprotesis
vascular

Embase

Capuchon terminal

Poignée de rotation bleue
Verrou de sécurité noir
Verrou de sécurité gris
Repose-doigt noir
Positionneur gris

Gaine Captor

Valve hémostatique Captor®
Gaine d'introduction Flexor®
Orifice latéral de purge
Extrémité du dilatateur
Tube connecteur

Robinet

Corps principal

Koénusz

Hatsé véglezard sapka

Kék forgd fogantyu

Biztositozar fekete forgogombja
Biztositozar szlirke forgogombja
Fekete markolat

Sziirke pozicionald

Captor hiively

Captor® vérzéscsillapito szelep

. Flexor® bevezet6hively
. Oblitéhorony

. Dilatator csticsa

. Osszekétd csé

Elzarécsap

. F6 grafttorzs

Connettore

Cappuccio dell'estremita posteriore
Manopola rotante blu

Pomello del meccanismo di sicurezza nero
Pomello del meccanismo di sicurezza
grigio

Elemento di presa nero
Posizionatore grigio

Manicotto Captor

Valvola emostatica Captor®

Guaina di introduzione Flexor®
Incavo di lavaggio

. Punta del dilatatore

Tubo connettore
Rubinetto
Corpo principale

Aanzetstuk

Afsluitdop

Blauwe draaihandgreep

Zwarte veiligheidsvergrendelingsknop
Grijze veiligheidsvergrendelingsknop
Zwarte grijper

Grijze pusher

Captor-huls

Captor® hemostaseklep

Flexor® introducersheath

. Spoelgroef

Dilatatortip
Verbindingsslang
Afsluitkraan
Main body
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Muffe

Bakendehette

Blatt rotasjonshandtak
Svart sikkerhetsldseknapp
Gra sikkerhetslaseknapp
Svart gripestykke

Gra posisjoneringsenhet
Captor-hylse
Captor®-hemostaseventil
Flexor®-innferingshylse
Skyllerenne
Dilatatorspiss
Tilkoblingsslange

. Stoppekran
. Hoveddelimplantat

Ziaczka

Nasadka tylnego korica

Niebieski uchwyt obrotowy

Czarne pokretto blokady zabezpieczajacej
Szare pokretto blokady zabezpieczajacej
Czarny chwytak

Szary pozycjoner

Tuleja Captor

Zastawka hemostatyczna Captor®
Koszulka wprowadzajaca Flexor®

Rowek do przeptukiwania

Koricowka rozszerzacza

Rurka faczaca

. Kranik odcinajacy

Gtowny trzon stent-graftu

Conector

Tampa da extremidade posterior
Punho de rotagdo azul

Botéo preto do dispositivo de seguranca
Botdo cinzento do dispositivo de
seguranca

Zona de preensao preta
Posicionador cinzento

Manga Captor

Vélvula hemostatica Captor®
Bainha introdutora Flexor®

Canal de irrigagao

. Ponta do dilatador

Tubo de ligagao

. Torneira de passagem

Corpo principal da prétese

Fattning

Bakre @ndlock

Blatt vridhandtag

Svart sakerhetslasratt
Gra sakerhetslasratt
Svart gripare

Gra lagesstllare
Captor-hylsa

Captor® hemostasventil

. Flexor® inforarhylsa

Spolningsskara

. Dilatatorspets

Anslutningsslang

. Infusionskran

Huvudstomsgraft
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12
1. Hub
2. Pin Vise
3. Gripper
4. Peel-Away® Sheath
5. Stopcock

6. Connecting Tube
7. Flexor Introducer Sheath
8. Dilator Tip
9. Flushing Groove
10. Captor Hemostatic Valve
11. Gray Positioner
12. Inner Cannula
13. lliac Leg Graft

1. Usti
2. Svérka
3. Drzak
4. Sheath Peel-Away®
5. Uzaviraci kohout
6. Spojovaci hadicka
7. Zavadéci sheath Flexor
8. Hrot dilatatoru
9. Proplachovaci zérez
10. Hemostaticky ventil Captor
11. Sedy polohova¢
12. Vnitini kanyla
13. lliakaIni rameno graftu

1. Muffe
2. Pinvise
3. Gribeanordning
4. Peel-Away®-sheath
5. Hane
6. Forbindelsesslange
7. Flexor indferingssheath
8. Dilatatorspids
9. Skyllerille
10. Captor haemostaseventil
11. Gra placeringsanordning
12. Indvendig kanyle
13. lliaca-benprotese

1. Ansatz
2. Klemmschraube
3. Greifer
4. Peel-Away® Schleuse
5. Absperrhahn
6. Verbindungsschlauch
7. Flexor Einfihrschleuse
8. Dilatatorspitze
9. Spdilrille
10. Captor Hdmostaseventil
11. Grauer Positionierer
12. Innere Kaniile
13. lliakaler Prothesenschenkel

. Opgparog
. Méyyevn akidag
. ZUOKEUr) CUNNYNG
. Onkapt Peel-Away®
. ZTpOQIyYa
. SUVETIKOG OWAVag
. Onkapt elcaywyéa Flexor
. AKpo SlaoToéa
9. Eykomm ékmiuong
10. Alpootatikr BarBida Captor
11. Tkpt Siatagn Tomobétnong
12. EcwtepIKn Kavouha
13. Mooyeupa Aayoviou GkEAOUG
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Conector

Manguito

Agarrador

Vaina Peel-Away®

Llave de paso

Tubo conector

Vaina introductora Flexor
Punta del dilatador
Ranura de lavado

. Valvula hemostatica Captor

Posicionador gris
Cénula interior

. Rama iliaca de la endoprétesis vascular

Embase

Vis de la broche
Repose-doigt

Gaine Peel-Away®

Robinet

Tube connecteur

Gaine d'introduction Flexor
Extrémité du dilatateur
Orifice latéral de purge

. Valve hémostatique Captor
. Positionneur gris

Canule interne

. Jambage iliaque

Kénusz

Rogzitéelem

Markolat

Peel-Away® hively
Elzarécsap

Osszekots csé

Flexor bevezet6hiively
Dilatétor csticsa

. Oblitéhorony

Captor vérzéscsillapito szelep
Sziirke pozicionald
Belsé kandil

. lliacaszargraft

Connettore

Morsetto

Elemento di presa

Guaina Peel-Away®
Rubinetto

Tubo connettore

Guaina di introduzione Flexor
Punta del dilatatore

Incavo di lavaggio

. Valvola emostatica Captor

Posizionatore grigio
Cannula interna
Branca iliaca

Aanzetstuk
Borgschroef

Grijper

Peel-Away® Sheath
Afsluitkraan
Verbindingsslang
Flexor introducersheath
Dilatatortip

Spoelgroef

Captor hemostaseklep

. Grijze pusher

Binnencanule
lliacale poot
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Muffe

Klemmeskrue
Gripestykke
Peel-Away® hylse
Stoppekran
Tilkoblingsslange
Flexor-innferingshylse
Dilatatorspiss

. Skyllerenne
. Captor-hemostaseventil
. Gra posisjoneringsenhet

Indre kanyle
lliaca-benimplantat

Ziaczka

Imadto sztyftowe

Chwytak

Koszulka Peel-Away®

Kranik odcinajacy

Rurka faczaca

Koszulka wprowadzajaca Flexor
Koncowka rozszerzacza

Rowek do przeptukiwania
Zastawka hemostatyczna Captor

. Szary pozycjoner

Kaniula wewnetrzna

. Stent-graft odnogi biodrowej

Conector

Pino de fixagao

Zona de preensao
Bainha Peel-Away®
Torneira de passagem
Tubo de ligagao

Bainha introdutora Flexor
Ponta do dilatador

Canal de irrigagao

. Valvula hemostatica Captor
. Posicionador cinzento

Cénula interior

. Extremidade iliaca da protese

Fattning
Skruvstycke
Gripare
Peel-Away®-hylsa
Infusionskran
Anslutningsslang
Flexor inforarhylsa
Dilatatorspets
Spolningsskara

. Captor hemostasventil
. Gra lagesstallare

Inre kanyl
lliakaliskt graftben



wN =

[l e

won =

wn o=

wN =

. Converter

Main Body Extension
Gold Radiopaque Marker

. Prechodovy dil

Extenze hlavniho téla
Zlata rentgenokontrastni znacka

. Konverteringsenhed

Hovedproteseforlaenger
Rentgenfast guldmarker

Konverter
Hauptkorperverlangerung
Rontgendichte Goldmarkierung

. Metatponéag

Mpoéktaon kUPIOL CWUATOG

. XpUooOg aKTIVOOKIEPAG SEiKTNG
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Convertidor
Extension de cuerpo principal
Marcador radiopaco de oro

. Convertisseur

Extension de corps principal
Marqueur radio-opaque en or

. Konverter

F6 grafttorzs toldaléka
Arany sugarfogé marker

Convertitore
Estensione del corpo principale
Marker radiopaco d'oro

Converteerder

. Verlengstuk voor main body
. Gouden radiopake markering

wN =

w N =
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Konverteringsenhet
Hoveddelforlengelse
Radioopak gullmarker

. Konwerter
. Przedtuzenie gtéwnego trzonu
. Ztoty znacznik cieniodajny

. Conversor
. Extensdo do corpo principal

Marcador radiopaco de ouro

. Konverterare

Férlangning fér huvudstomme

. Rontgentat markering av guld
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. Small radiopaque markers provide top
(proximal) orientation of graft material.
Long radiopaque marker aligns with
contralateral limb.

Fluoroscopic Image

Top View Cross-Section

Anterior Contralateral Limb Orientation
Posterior Contralateral Limb Orientation
Lateral Contralateral Limb Orientation
Graft Positioning - Right Side Introduction

. Malé rentgenokontrastni znacky zajistuji

horni (proximalni) orientaci materialu graftu.

Dlouha rentgenokontrastni znacka se
zarovna s kontralateralni vétvi.
. Skiaskopicky obraz
Praiez pfi pohledu shora
Predni orientace kontralaterdlni vétve
Zadni orientace kontralateralni vétve
Postranni orientace kontralateraini vétve

Umistovani graftu — zavedeni na
pravé strané

. Sma rontgenfaste markerer giver top
(proksimal) retning af protesemateriale.
Lange rentgenfaste markerer sidder ud for
den kontralaterale kant.

Fluoroskopisk billede

Visning fra oven af tveersnit

Retning af anteriore kontralaterale kant
Retning af posteriore kontralaterale kant
Retning af laterale kontralaterale kant
Protesens position - Indfering i hgjre side

. Die kurzen réntgendichten Markierungen
geben die obere (proximale) Ausrichtung
des Prothesenmaterials an. Die lange
rontgendichte Markierung bildet eine Linie
mit dem kontralateralen Ansatz.

Fluoroskopische Ansicht

Draufsicht Querschnitt

Anteriore Ausrichtung des kontralateralen
Ansatzes

. Posteriore Ausrichtung des kontralateralen
Ansatzes

Laterale Ausrichtung des kontralateralen
Ansatzes

. Positionierung der Prothese - Einfiihrung
von rechts

. Mikpoi akTivookiepoi Seikteg mapéxouv
Avw (geyyUc) TPOoavVaToOMOMO TOU UAIKOU
HOOXEVHMATOG. AKTIVOOKIEPOG SEIKTNG
peyalou prikoug evBuypappidetal pe
£TEPOMAELUPO pPENOG.

. AKTIVOOKOTTIKN EIKOVA

. Toun o€ katoyn

. NMpdadiog mpocavatoNopog ETEPOTIAEUPOU

péNoug

OmnioBiog MPocavaTONOHAG ETEPOTAEUPOU

HéNoug

MAGy10¢ TPOCAVATONGHOG ETEPOTAEVPOU

HéNouC

. TomoBétnon HooXeLUATOC - El0aywyr 0N
Sela meupda
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. Los marcadores radiopacos pequefios
indican la orientacion superior (proximal)
del material de la endoprotesis vascular. El
marcador radiopaco largo se alinea con la
ramificacion contralateral.

. Imagen fluoroscépica

Seccion transversal de la vista superior

Orientacion anterior de la ramificacion
contralateral

. Orientacion posterior de la ramificacion

contralateral

Orientacion lateral de la ramificacion
contralateral

. Colocacion de la endoprétesis vascular -

Introduccién por el lado derecho

. Les petits marqueurs radio-opaques

permettent l'orientation supérieure
(proximale) du matériau d'endoprothése. Le
marqueur radio-opaque long est aligné sur
le moignon controlatéral.

Image radioscopique

Coupe transversale (vue de dessus)
Orientation du moignon controlatéral
antérieur

. Orientation du moignon controlatéral

postérieur
Orientation du moignon controlatéral latéral

. Positionnement de I'endoprothése —

Introduction du c6té droit

. A kis sugarfogd markerek lehetévé teszik

a graft anyagénak felsé (proximalis)

egy vonalba kertil a kontralateralis aggal.
Fluoroszképos kép

Feliilnézeti keresztmetszet

Kontralateralis 4g anterior orientécitja
Kontralateralis 4g posterior orientacidja
Kontralateralis ag lateralis orientacioja
Graft pozicionalasa - jobb oldali felvezetés

. Piccoli marker radiopachi consentono di

rilevare 'orientamento della parte superiore
(prossimale) del materiale di rivestimento
dell'endoprotesi. Il marker radiopaco lungo si
allinea con l'estremita controlaterale.
Immagine fluoroscopica

Sezione trasversale della vista dall'alto
Orientamento anteriore dell'estremita
controlaterale

. Orientamento posteriore dell'estremita

controlaterale

. Orientamento laterale dell'estremita

controlaterale

. Posizionamento della protesi - Inserimento

dal lato destro
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. Kleine radiopake markeringen worden

gebruikt voor oriéntatie van de (proximale)
bovenkant van het prothesemateriaal. De
lange radiopake markering ligt in één lijn
met de contralaterale stomp.
Fluoroscopisch beeld

Bovenaanzicht dwarsdoorsnede
Anterieure oriéntatie contralaterale stomp
Posterieure oriéntatie contralaterale stomp
Laterale oriéntatie contralaterale stomp

Positionering van prothese - Introductie via
rechterzijde

. Sma radioopake markerer viser den

overste (proksimale) orienteringen til
implantatmaterialet. Lang radioopak marker
stilles pa linje med kontralateralt lem.

Fluoroskopisk bilde

Tverrsnitt sett ovenifra

Anterior orientering av kontralateralt lem
Posterior orientering av kontralateralt lem
Lateral orientering av kontralateralt lem

Implantatplassering - innfering pa hoyre
side

. Mate znaczniki cieniodajne zapewniaja

identyfikacje gornej (proksymalnej) czesci
tworzywa stent-graftu. Dtugi znacznik
cieniodajny ustawia sie w jednej linii z
przeciwstronnym odgatezieniem.
Obraz fluoroskopowy

Przekroj widoku z géry

Potozenie przednie przeciwstronnego
odgatezienia

Potozenie tylne przeciwstronnego
odgatezienia

Potozenie boczne przeciwstronnego
odgatezienia

Potozenie stent-graftu - wprowadzenie
prawostronne

1. Pequenos marcadores radiopacos fornecem

NowuaswN

NowvswN

a orientagdo do topo (proximal) do material
da protese. Marcador radiopaco longo
alinha-se com o ramo contralateral.

Imagem fluoroscépica

Vista transversal da parte superior
Orientagdo anterior do ramo contralateral
Orientagdo posterior do ramo contralateral
Orientagdo lateral do ramo contralateral

Posicionamento da prétese — introducao
pelo lado direito

Smé réntgentata markeringar anger
topplaget (proximalt) for graftmaterialet.
Den langa rontgentata markeringen riktas in
efter den kontralaterala lemmen.

Fluoroskopibild

Tvérsnitt ovanifran

Anterior kontralateral leminriktning
Posterior kontralateral leminriktning
Lateral kontralateral leminriktning
Graftplacering - inforing fran hoger sida
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. Balloon Expansion / Graft Sealing Sites
. Mista expanze balonku / utésnéni graftu

. Ballonekspansions-/proteseforseglingssteder
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ZENITH ALPHA® ABDOMINAL ENDOVASCULAR GRAFT

Read all instructions carefully. Failure to properly follow the instructions,
warnings and precautions may lead to serious surgical consequences or
injury to the patient.

CAUTION: U.S. federal law restricts this device to sale by or on the order
of a physician (or a properly licensed practitioner).

CAUTION: All contents of the outer pouch (including the introduction
and end ular grafts) are lied sterile, for single use

Y
only.

For the Zenith product line, there are several applicable Suggested
Instructions for Use (IFU). This IFU describes the Suggested Instructions for
Use for the Zenith Alpha Abdominal Endovascular Graft and Zenith Alpha
Spiral-Z Endovascular Leg (main body, iliac legs, main body extension and
converter). For information on other Zenith components, please refer to the
following Suggested Instructions for Use:

« Zenith Low Profile AAA/Zenith Alpha Abdominal Ancillary Components;
- Zenith® Branch Endovascular Graft-lliac Bifurcation;

« Zenith® Renu™ AAA Ancillary Graft;

« Zenith Alpha® Spiral-Z® Endovascular Leg;

« Zenith® Spiral-Z AAA lliac Leg with the Z-Trak™ Introduction System; and
« Coda® Balloon Catheter.

1 DEVICE DESCRIPTION

1.1 Aortic Main Body and lliac Leg Components

The Zenith Alpha Abdominal Endovascular Graft is a modular system
consisting of three components: a bifurcated aortic main body and two
iliac legs. (Fig. 1) The graft modules are constructed of woven polyester
fabric sewn to self-expanding nitinol stents with braided polyester and
monofilament polypropylene suture, providing a conduit that is intended
to exclude the aneurysm from blood flow. The modules are fully stented to
provide stability and the expansile force necessary to open the lumen of
the graft during deployment. Additionally, the stents provide the necessary
attachment and seal of the graft to the vessel wall.

The bare suprarenal stent at the proximal end of the graft contains barbs
for additional fixation of the device. To facilitate fluoroscopic visualization
of the stent graft, gold radiopaque markers are positioned on both the
main body and iliac leg components. On the main body, four gold markers
are positioned in a circumferential orientation within 2 mm of the most
superior aspect of the graft material, a checkmark () is positioned on the
lateral aspect of the most distal stent of the contralateral limb, and two gold
markers are positioned on the most distal stent of the ipsilateral limb. A
marker also is positioned at the bifurcation of the graft.

On each iliac leg graft there are three gold markers, as explained below:

Location

Proximal Marker 1 Proximal edge

Proximal Marker 2 16 mm from proximal edge

Distal Marker Distal edge

1.2 Main Body Delivery System

The Zenith Alpha Abdominal Endovascular Graft main body is shipped
preloaded onto an introduction system. (Fig. 2) It has a sequential
deployment method with built-in features to provide continuous control
of the endovascular graft throughout the deployment procedure. The
introduction system is designed for precise positioning and allows
readjustment of the final graft position before deployment of the barbed
suprarenal stent.

The main body graft is loaded on a 16 Fr (6.0 mm OD) or a 17 Fr (6.5 mm
OD) introduction system. The proximal bare stent and ipsilateral limb of

the endovascular graft are tethered to the delivery system by wires, which
are integrated into the handle and connected to dual locking mechanisms.
When these locking mechanisms are unlocked and the handle is rotated, the
wires are retracted into the handle and the graft is released in a controlled,
sequential manner. All systems are compatible with a .035 inch wire guide.

The main body graft delivery system features a Flexor introducer sheath
with a Captor Hemostatic Valve. For added hemostasis, the Captor
Hemostatic Valve can be loosened or tightened for the introduction and/
or removal of ancillary devices into and out of the sheath. A Captor Sleeve
is located on the back end of the Captor Hemostatic Valve. This sleeve is
intended to reduce the force required to retract the sheath and withdraw
the gray positioner. The Flexor introducer sheath resists kinking and is
hydrophilically coated. Both features are intended to enhance trackability in
the iliac arteries and abdominal aorta.

1.3 lliac Leg Delivery System

The Zenith Alpha Spiral-Z Endovascular Legs are shipped preloaded onto an
introduction system. (Fig. 3) The introduction system is designed for ease of
use with minimal preparation and uses a 12 Fr (4.7 mm OD) or 14 Fr (5.3 mm
OD) introducer. All systems are compatible with a .035 inch wire guide.

For added hemostasis, the Captor Hemostatic Valve can be loosened or
tightened for the introduction and/or removal of ancillary devices into
and out of the sheath. In addition, the delivery system features a Flexor
introducer sheath which resists kinking and is hydrophilically coated.
Both features are intended to enhance trackability in the iliac arteries and
abdominal aorta.

1.4 Zenith Low Profile AAA/Zenith Alpha Abdominal Ancillary
Components

Zenith Low Profile AAA/Zenith Alpha Abdominal ancillary components are
compatible with the Zenith Low Profile AAA Endovascular Graft, as well as
the Zenith Alpha Abdominal Endovascular Graft.

Additional ancillary endovascular components (main body extensions,
converters) are available. (Fig. 4) Ancillary components are constructed from
woven polyester fabric, self-expanding nitinol stents (main body extensions

and converters), and braided polyester and polypropylene suture, providing
a conduit that is intended to exclude the aneurysm from blood flow.

The aortic main body extensions can be used to provide additional length
to the proximal portion of the endovascular graft. The converters can be
used to convert a bifurcated graft into an AUl graft, if necessary (e.g., cases
of Type Ill endoleak, limb occlusion or unattainable contralateral limb
cannulation). Additional iliac leg components can also be used as ancillary
components to provide additional length to the distal iliac portion of the
graft system.

1.4.1 Main Body Extensions

Main body extensions utilize 16 Fr (6.0 mm OD) or 17 Fr (6.5 mm OD)
introduction systems. (Fig. 40) The main body extension introduction
system contains a single trigger-wire release mechanism. Deployment of
the main body extension is achieved by sheath retraction and removing the
distal trigger-wire.

To facilitate fluoroscopic visualization of the stent grafts, the main

body extensions have four gold radiopaque markers positioned in a
circumferential orientation within 2 mm of the most superior aspect of the
graft material.

For added hemostasis, the Captor Hemostatic Valve can be loosened or
tightened for the introduction and/or removal of ancillary devices into

and out of the sheath. The main body extension delivery system features a
Flexor introducer sheath which resists kinking and is hydrophilically coated.
Both features are intended to enhance trackability in the iliac arteries and
abdominal aorta.

1.4.2 Converters

Converters utilize 16 Fr (6.0 mm OD) or 17 Fr (6.5 mm OD) introduction
systems. (Fig. 30) The converter introduction system contains a single
trigger-wire release mechanism. Deployment of the converter is achieved by
sheath retraction and removing the distal trigger-wire.

The converter has a single gold radiopaque marker positioned within 2 mm
of the most superior aspect of the graft material. For added hemostasis, the
Captor Hemostatic Valve can be loosened or tightened for the introduction
and/or removal of ancillary devices into and out of the sheath. The converter
delivery system features a Flexor introducer sheath, which resists kinking
and is hydrophilically coated. Both features are intended to enhance
trackability in the iliac arteries and abdominal aorta.

2 INDICATIONS FOR USE

The Zenith Alpha Abdominal Endovascular Graft is indicated for the
endovascular treatment of patients with abdominal aortic or aorto-iliac
aneurysms having morphology suitable for endovascular repair, including:

« lliofemoral access vessel size and morphology (minimal thrombus,
calcification and/or tortuosity) should be compatible with a 16 Fr
(6.0 mm OD) or 17 Fr (6.5 mm OD) vascular introducer sheath;

« Non-aneurysmal infrarenal aortic segment (neck) proximal to the
aneurysm:

« with a length of at least 15 mm,

- with a diameter measured outer wall to outer wall of no greater than
32 mm and no less than 18 mm,

- with an angle less than 60 degrees relative to the long axis of the
aneurysm, and

« with an angle less than 45 degrees relative to the axis of the suprarenal
aorta.

« lliac artery distal fixation site greater than 10 mm in length and 8 to
20 mm in diameter (measured outer wall to outer wall).

3 CONTRAINDICATIONS
The Zenith Alpha Abdominal Endovascular Graft is contraindicated in:

- Patients with known sensitivities or allergies to stainless steel, nitinol,
polyester, polypropylene, urethane, PTFE, nylon or gold.

« Patients with a systemic infection who may be at increased risk of
endovascular graft infection.

4 WARNINGS AND PRECAUTIONS

4.1 General

« Read all instructions carefully. Failure to properly follow the instructions,
warnings and precautions may lead to serious consequences or injury to
the patient.
Always have a qualified surgery team available during implantation or
reintervention procedures in the event that conversion to open surgical
repair is necessary.
The Zenith Alpha Abdominal Endovascular Graft and introduction
system should only be used by physicians and teams trained in vascular
interventional techniques (catheter-based and surgical) and in the use of
this device. Specific training expectations are described in Section 9.1,
Physician Training.
Additional endovascular interventions or conversion to standard open
surgical repair following initial endovascular repair should be considered
for patients experiencing enlarging aneurysms, unacceptable decrease
in fixation length (vessel and component overlap) and/or endoleak. An
increase in aneurysm size and/or persistent endoleak or migration may
lead to aneurysm rupture.
Patients experiencing reduced blood flow through the graft limb and/
or leaks may be required to undergo secondary interventions or surgical
procedures.
When a 42 or 59 mm leg graft is used on the ipsilateral side, contralateral
leg overlap into the contralateral main body limb should be limited to
16 mm. Failure to do so may result in occlusion of the ipsilateral limb.
« In the event that the Main Body Release troubleshooting is necessary, as
identified in section 12 it is critical that the user unlock the gray safety
lock knob prior to execution.

4.2 Patient Selection, Treatment and Follow-Up

« The Zenith Alpha Abdominal Endovascular Graft is designed to treat
aortic neck diameters no smaller than 18 mm and no larger than
32 mm. The Zenith Alpha Abdominal Endovascular Graft is designed to
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treat proximal aortic necks (distal to the lowest renal artery) of at least

15 mm in length. lliac artery distal fixation site greater than 10 mm in

length and 8 to 20 mm in diameter (measured outer wall to outer wall)

is required. These sizing measurements are critical to the performance of
the endovascular repair.

Key anatomical elements that may affect successful exclusion of the

aneurysm include severe proximal neck angulation (>60 degrees for

infrarenal neck to axis of AAA or >45 degrees for suprarenal neck relative

to the immediate infrarenal neck); short proximal aortic neck (<15 mm);

an inverted funnel shape (greater than 10% increase in diameter over

15 mm of proximal aortic neck length); and circumferential thrombus

and/or calcification at the arterial implantation sites, specifically the

proximal aortic neck and distal iliac artery interface. In the presence

of anatomical limitations, a longer neck may be required to obtain

adequate sealing and fixation. Irregular calcification and/or plaque may

compromise the attachment and sealing at the fixation sites. Necks
exhibiting these key anatomical elements may be more conducive to
graft migration or endoleak.

+ Adequate iliac or femoral access is required to introduce the device into
the vasculature. Access vessel diameter (measured inner wall to inner
wall) and morphology (minimal tortuosity, occlusive disease and/or
calcification) should be compatible with vascular access techniques and
delivery systems of the profile of a 16 Fr (6.0 mm OD) or 17 Fr (6.5 mm
0OD) vascular introducer sheath. Vessels that are significantly calcified,
occlusive, tortuous or thrombus-lined may preclude placement of the
endovascular graft and/or may increase the risk of embolization, graft
kinking, or thromboses. A vascular conduit technique may be necessary
to achieve success in some patients.

« Pre-existing regions of stenosis/narrowing (less than approximately

20 mm ID in the aorta or 7 to 8 mm ID in the iliacs) have been shown to
increase the risk of a thromboembolic event (e.g., graft limb occlusion).

The potential for this increased risk in these patients may preclude

placement of an endovascular graft. Dilatation of these regions with

a noncompliant balloon and/or stent placement may be necessary

to help assure maintained graft patency and to reduce the risk of a

thromboembolic event. Additionally, the completion angiogram (with

stiff wire guides removed) should be reviewed carefully to determine

if further treatment in these regions is necessary (e.g., adjunctive

ballooning or stenting). Failure to remove the stiff wire guide prior to the

angiogram could mask any limb kinking or narrowing that might occur
when the wire guide is removed.

Follow-up imaging should be carefully reviewed for narrowing within the

graft leg. Patients with a graft leg lumen of less than approximately 5 mm

ID may be at increased risk of a thromboembolic event (e.g., graft limb

occlusion). Reintervention (e.g., noncompliant ballooning or stenting

in these regions) should be considered to help assure maintained graft

patency and to reduce the risk of a thromboembolic event.

Patients with poor outflow or a hypercoagulable state (e.g., cancer) may

be at an increased risk of a thromboembolic event.

The Zenith Alpha Abdominal Endovascular Graft is not recommended in

patients who cannot tolerate contrast agents necessary for intraoperative

and postoperative follow-up imaging. All patients should be monitored
closely and checked periodically for a change in the condition of their
disease and the integrity of the endoprosthesis.

The Zenith Alpha Abdominal Endovascular Graft is not recommended

in patients exceeding weight and/or size limits which compromise or

prevent the necessary imaging requirements.

Inability to maintain patency of at least one internal iliac artery or

occlusion of an indispensable inferior mesenteric artery may increase the

risk of pelvic/bowel ischemia.

Multiple large, patent lumbar arteries, mural thrombus and a patent

inferior mesenteric artery may all predispose a patient to Type Il

endoleaks. Patients with uncorrectable coagulopathy may also have an

increased risk of Type Il endoleak or bleeding complications.

The Zenith AAA family of grafts has not been formally tested in the

following patient populations:

traumatic aortic injury

leaking, pending rupture or ruptured aneurysms

mycotic aneurysms

pseudoaneurysms resulting from previous graft placement

revision of previously placed endovascular grafts

uncorrectable coagulopathy

indispensable mesenteric artery

genetic connective tissue disease (e.g., Marfans or Ehlers-Danlos

Syndromes)

concomitant thoracic aortic or thoracoabdominal aneurysms

patients with active systemic infections

pregnant or nursing females

patients less than 18 years of age

mordibly obese patients

patients with less than 15 mm in length or greater than 60 degrees

angulation of the proximal aortic neck relative to the long axis of the

aneurysm

patients with two occluded internal iliac arteries

Successful patient selection requires specific imaging and accurate

measurements; please see Section 4.3 Pre-Procedure Measurement

Techniques and Imaging.

All lengths and diameters of the devices necessary to complete the

procedure should be available to the physician, especially when

preoperative case planning measurements (treatment diameters/
lengths) are not certain. This approach allows for greater intraoperative
flexibility to achieve optimal procedural outcomes.

4.3 Pre-Procedure Measurement Techniques and Imaging

« Lack of non-contrast CT imaging may result in failure to appreciate iliac
or aortic calcification, which may preclude access or reliable device
fixation and seal.

+ Pre-procedure imaging reconstruction thicknesses >3 mm may result in
suboptimal device sizing, or in failure to appreciate focal stenoses from CT.

« Clinical experience indicates that contrast-enhanced spiral computed
tomographic angiography (CTA) with 3-D reconstruction is the strongly
recommended imaging modality to accurately assess patient anatomy
prior to treatment with the Zenith Alpha Abdominal Endovascular Graft.
If contrast-enhanced spiral CTA with 3-D reconstruction is not available,
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the patient should be referred to a facility with these capabilities.

« Clinicians recommend positioning the x-ray C-arm during procedural
angiography such that the origins of the renal arteries, and particularly
the lowest patent renal artery, are well demonstrated prior to
deployment of the proximal edge of the graft material (sealing stent) of
the main body. Additionally, angiography should demonstrate the iliac
artery bifurcations such that the distal common iliacs are well defined
relative to the origin of the internal iliac arteries bilaterally, prior to
deployment of the iliac leg components.

Diameters

Utilizing CT, diameter measurements should be determined from the outer
wall to outer wall vessel diameter (not lumen measurement) to help with
proper device sizing and device selection. The contrast-enhanced spiral CT
scan must start 1 cm superior to the celiac axis and continue through the
femoral heads at an axial thickness slice of 3 mm or less.

Lengths

Utilizing CT, length measurements should be determined to accurately
assess infrarenal proximal neck length as well as planning main body sizes
and leg components for the Zenith Alpha Abdominal Endovascular Graft.
These reconstructions should be performed in sagittal, coronal , and 3-D.

« The long-term performance of this endovascular graft has not yet
been blished. All should be advised that end
treatment requires lifelong, regular follow-up to assess their health
and the performance of their endovascular graft. Patients with
specific clinical findings (e.g., endoleaks, enlarging aneurysm or changes
in the structure or position of the endovascular graft) should receive
enhanced follow-up. Specific follow-up guidelines are described in
Section 11, IMAGING GUIDELINES AND POSTOPERATIVE FOLLOW-UP.
The Zenith Alpha Abdominal Endovascular Graft is not recommended

in patients unable to undergo, or who will not be compliant with, the
necessary preoperative and postoperative imaging and implantation
studies as described in Section 11, IMAGING GUIDELINES AND
POSTOPERATIVE FOLLOW-UP.

After endovascular graft placement, patients should be regularly
monitored for perigraft flow, aneurysm growth or changes in the
structure or position of the endovascular graft. At a minimum, annual
imaging is required, including: 1) abdominal radiographs to examine
device integrity (separation between components, stent fracture or barb
separation) and 2) contrast and non-contrast CT to examine aneurysm
changes, perigraft flow, patency, tortuosity and progressive disease. If
renal complications or other factors preclude the use of image contrast
media, abdominal radiographs and duplex ultrasound may provide
similar information.

4.4 Device Selection

Strict adherence to the Zenith Alpha Abdominal Endovascular Graft IFU
sizing guide is strongly recommended when selecting the appropriate
device size (Tables 9.5.1 thru 9.5.4). Appropriate device oversizing has
been incorporated into the IFU sizing guide. Sizing outside of this range can
result in endoleak, fracture, migration, device infolding or compression.

4.5 Implant Procedure
(Refer to Section 10, DIRECTIONS FOR USE)

« Appropriate procedural imaging is required to successfully position

the Zenith Alpha Abdominal Endovascular Graft and assure accurate

apposition to the aortic wall.
« Do not bend or kink the delivery system. Doing so may cause damage to
the delivery system and the Zenith Alpha Abdominal Endovascular Graft.
To avoid any twist in the endovascular graft, during any rotation of the
delivery system, be careful to rotate all of the components of the system
together (from outer sheath to inner cannula).
To avoid damage to the sheath, be careful to advance all components of
the system together (from outer sheath to inner cannula).
« Do not continue advancing any portion of the delivery system if
resistance is felt during advancement of the wire guide or delivery
system. Stop and assess the cause of resistance; vessel, catheter or
graft damage may occur. Exercise particular care in areas of stenosis,
intravascular thrombosis or in calcified or tortuous vessels.
Inadvertent partial deployment or migration of the endoprosthesis may
require surgical removal.
Unless medically indicated, do not deploy the Zenith Alpha Abdominal
Endovascular Graft in a location that will occlude arteries necessary to
supply blood flow to organs or extremities. Do not cover significant renal
or mesenteric arteries (exception is the inferior mesenteric artery) with
the endoprosthesis. Vessel occlusion may occur.
Do not attempt to re-sheath the graft after partial or complete
deployment.
Repositioning the stent graft distally after partial deployment of the
covered proximal stent may result in damage to the stent graft and/or
vessel injury.
Inaccurate placement and/or incomplete sealing of the Zenith Alpha
Abdominal Endovascular Graft within the vessel may result in increased
risk of endoleak, migration or inadvertent occlusion of the renal or
internal iliac arteries. Renal artery patency must be maintained to
prevent/reduce the risk of renal failure and subsequent complications.
Inadequate fixation of the Zenith Alpha Abdominal Endovascular Graft
may result in increased risk of migration of the stent graft. Incorrect
deployment or migration of the endoprosthesis may require surgical
intervention.
Inadequate overlap of the Zenith Alpha Spiral-Z Endovascular Leg may
result in increased risk of migration of the stent graft and subsequent
endoleak.
Systemic anticoagulation should be used during the implantation
procedure based on hospital- and physician-preferred protocol. If
heparin is contraindicated, an alternative anticoagulant should be
considered.
To activate the hydrophilic coating on the outside of the Flexor
introducer sheath, the surface must be wiped with sterile gauze pads
soaked in saline solution. Always keep the sheath hydrated for optimal
performance.
Minimize handling of the constrained endoprosthesis during preparation
and insertion to decrease the risk of endoprosthesis contamination and
infection.



« Maintain wire guide position during delivery system insertion.

« Fluoroscopy should be used during introduction and deployment to
confirm proper operation of the delivery system components, proper
placement of the graft, and desired procedural outcome.

« The use of the Zenith Alpha Abdominal Endovascular Graft requires

administration of intravascular contrast. Patients with pre-existing renal

insufficiency may have an increased risk of renal failure postoperatively.

Care should be taken to limit the amount of contrast media used during

the procedure and to observe preventative methods of treatment to

decrease renal compromise.

As the sheath and/or wire guide is withdrawn, anatomy and graft

position may change. Constantly monitor graft position and perform

angiography to check position as necessary.

« The Zenith Alpha Abdominal Endovascular Graft incorporates a

suprarenal stent with fixation barbs. Exercise extreme caution when

manipulating interventional and angiographic devices in the region of
the suprarenal stent.

Use caution during manipulation of catheters, wires and sheaths

within an aneurysm. Significant disturbances may dislodge fragments

of thrombus, which can cause distal embolization or rupture of the

aneurysm.

Avoid damaging the graft or disturbing graft positioning after placement

in the event reinstrumentation (secondary intervention) of the graft is

necessary.

Before deployment of the suprarenal stent, verify that the position of the

access wire guide extends just distal to the aortic arch.

Excessive overlap of 12 mm above the main body graft bifurcation may

increase the risk of limb thrombosis.

4.6 Molding Balloon Use

+ Do not inflate the balloon in vessel outside of the graft, as doing so
may cause damage to the vessel. Use the balloon in accordance with its
labeling.

« Use care when inflating the balloon within the graft in the presence of
calcification, as excessive inflation may cause damage to the vessel.

« Confirm complete deflation of the balloon prior to repositioning.

« For added hemostasis, the Captor Hemostatic Valve can be loosened or
tightened to accommodate the insertion and subsequent withdrawal of
a molding balloon.

Main Body Extension and Converter

« Care should be taken not to displace the main body graft during the
placement and deployment of the main body extension or converter.

« To activate the hydrophilic coating on the outside of the Flexor
introducer sheath, the surface must be wiped with sterile gauze pads
soaked in saline solution. Always keep the sheath hydrated for optimal
performance.

4.7 MRI Information

NOTE: If using this device in conjunction with another endovascular graft
from the Zenith family, refer to the appropriate device's IFU for additional
MRI information.

Nonclinical testing has demonstrated that the Zenith Alpha Abdominal
Endovascular Graft used with Zenith Alpha Spiral-Z Endovascular Legs is MR
Conditional according to ASTM F2503. A patient with this device may be
safely scanned under the following conditions.

Static Magnetic Field
« Static magnetic field of 3.0 tesla or 1.5 tesla only
+ Maximum spatial magnetic gradient of 1600 gauss/cm (16.0 T/m) or less
+ Maximum MR system reported, whole-body-averaged specific
absorption rate (SAR) of < 2.0 W/kg (Normal Operating Mode) for 15
minutes of continuous scanning.
Under the scan conditions provided above, the Zenith Alpha Abdominal
Endovascular Graft used with Zenith Alpha Spiral-Z Endovascular Legs is not
expected to result in a temperature rise of more than 1.3°C after 15 minutes
of continuous scanning.

Image Artifact

The image artifact extends approximately 9.5 mm from the Zenith Alpha
Abdominal Endovascular Graft used with Zenith Alpha Spiral-Z Endovascular
Legs as found during nonclinical testing when imaged with a gradient echo
pulse sequence and a 3.0 Tesla MRI system. The image artifact obscures the
device lumen.

For US Patients Only

Cook recommends that the patient register the MR conditions disclosed in
this IFU with the MedicAlert Foundation. The MedicAlert Foundation can be
contacted in the following manners:

Mail: ~ MedicAlert Foundation International
2323 Colorado Avenue
Turlock, CA 95382
Phone:  888-633-4298 (toll free)
209-668-3333 from outside the US
Fax:  209-669-2450
Web:  www.medicalert.org

5 POTENTIAL ADVERSE EVENTS

Adverse events associated with either the Zenith Alpha Abdominal
Endovascular Graft or the implantation procedure that may occur and/or
require intervention include:

- Amputation

« Anesthetic complications and subsequent attendant problems (e.g.,
aspiration)

« Aneurysm enlargement

+ Aneurysm rupture and death

« Aortic damage, including perforation, dissection, bleeding, rupture and
death

« Aortic fistulation to adjacent organs/anatomic structures

« Arterial or venous thrombosis and/or pseudoaneurysm

« Arteriovenous fistula

- Bleeding, hematoma or coagulopathy

+ Bowel complications (e.g., ileus, transient ischemia, infarction, necrosis)
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« Cardiac complications and subsequent attendant problems (e.g.,
arrhythmia, myocardial infarction, congestive heart failure, hypotension,
hypertension)

« Claudication (e.g., buttock, lower limb)

- Death

- Edema

« Embolization (micro and macro) with transient or permanent ischemia or
infarction

- Endoleak

« Endoprosthesis: improper component placement; incomplete
component deployment; component migration; suture break; occlusion;
infection; stent fracture; graft material wear; dilatation; erosion; puncture;
perigraft flow; barb separation and corrosion; component separation

- Fever and localized inflammation

« Genitourinary complications and subsequent attendant problems (e.g.,
ischemia, erosion, fistula, incontinence, hematuria, infection)

- Graft or native vessel occlusion

« Hepatic failure

« Impotence

« Infection of the aneurysm, device or access site, including abscess
formation, transient fever and pain

« Limb stenosis

« Lymphatic complications and subsequent attendant problems (e.g.,
lymph fistula)

« Neurologic local or systemic complications and subsequent attendant
problems (e.g., stroke, transient ischemic attack, paraplegia, paraparesis,
paralysis)

« Pulmonary/respiratory complications and subsequent attendant
problems (e.g., pneumonia, respiratory failure, prolonged intubation)

- Radiation injury and/or late malignancy

« Renal complications and subsequent attendant problems (e.g., artery
occlusion, contrast toxicity, insufficiency, failure)

- Surgical conversion to open repair

« Vascular access site complications, including infection, pain, hematoma,
pseudoaneurysm, arteriovenous fistula

« Vascular spasm or vascular trauma (e.g., iliofemoral vessel dissection,
bleeding, rupture, death)

« Vessel damage

« Wound complications and subsequent attendant problems (e.g.,
dehiscence, infection)

Device-Related Adverse Event Reporting

Any adverse event (clinical incident) involving the Zenith Alpha Abdominal
Endovascular Graft should be reported to Cook immediately. For customers
inside the United States, to report an incident, call the Customer Relations
Department at 1-800-457-4500 (24 hour) or 1-812-339-2235. For customers
outside the United States, please call your distributor.

6 PATIENT SELECTION AND TREATMENT
(Refer to Section 4, WARNINGS AND PRECAUTIONS)

6.11 of Tr

Cook recommends that the Zenith Alpha Abdominal Endovascular Graft
component diameters be selected as described in Tables 9.5.1, 9.5.2, 9.5.3
and 9.5.4 within Section 9, CLINICAL USE INFORMATION. The length

of the Zenith Alpha Abdominal Endovascular Graft should extend from

the lowest renal artery to just above the internal iliac (hypogastric) artery
bifurcation. All lengths and diameters of the devices necessary to complete
the procedure should be available to the physician, especially when
preoperative case planning measurements (treatment diameters/lengths)
are not certain. This approach allows for greater intraoperative flexibility to
achieve optimal procedural outcomes. Additional considerations for patient
selection include, but are not limited to:

- Patient’s age and life expectancy

- Comorbidities (e.g., cardiac, pulmonary or renal insufficiency prior to
surgery, morbid obesity)

Patient’s suitability for open surgical repair

Patient’s anatomical suitability for endovascular repair

« The risk of aneurysm rupture compared to the risk of treatment with the
Zenith Alpha Abdominal Endovascular Graft

Patient’s ability to tolerate general, regional or local anesthesia
lliofemoral access vessel size and morphology (minimal thrombus,
calcification and/or tortuosity) should be compatible with a 16 Fr

(6.0 mm OD) or 17 Fr (6.5 mm OD) vascular introducer sheath.
Non-aneurysmal infrarenal aortic segment (neck) proximal to the
aneurysm:

with a length of at least 15 mm,

with a diameter measured outer wall to outer wall of no greater than

32 mm and no less than 18 mm,

with an angle less than 60 degrees relative to the long axis of the
aneurysm, and

with an angle less than 45 degrees relative to the axis of the suprarenal
aorta.

lliac artery distal fixation site greater than 10 mm in length and 8 to

20 mm in diameter (measured outer wall to outer wall).

Freedom from significant femoral/iliac artery occlusive disease that
would impede flow through the endovascular graft.

The final treatment decision is at the discretion of the physician and patient.

7 PATIENT COUNSELING INFORMATION

The physician and patient (and/or family members) should review the risks
and benefits when discussing this endovascular device and procedure,
including:

« Risks and differences between endovascular repair and surgical repair

« Potential advantages of traditional open surgical repair

« Potential advantages of endovascular repair

« The possibility that subsequent interventional or open surgical repair of

the aneurysm may be required after initial endovascular repair



In addition to the risks and benefits of an endovascular repair, the

physician should assess the patient’s commitment to and compliance with
postoperative follow-up as necessary to ensure continuing safe and effective
results. Listed below are additional topics to discuss with the patient as to
expectations after an endovascular repair:

« The long-term performance of this endovascular graft has not yet
been established. All patients should be advised that endovascular
treatment requires lifelong, regular follow-up to assess their health
and the performance of their endovascular graft. Patients with
specific clinical findings (e.g., endoleaks, enlarging aneurysms or changes
in the structure or position of the endovascular graft) should receive
enhanced follow-up. Specific follow-up guidelines are described in
Section 11, IMAGING GUIDELINES AND POSTOPERATIVE FOLLOW-UP.
Patients should be counseled on the importance of adhering to the
follow-up schedule, both during the first year and at yearly intervals
thereafter. Patients should be told that regular and consistent follow-
up is a critical part of ensuring the ongoing safety and effectiveness of
endovascular treatment of AAAs. At a minimum, annual imaging and
adherence to routine postoperative follow-up requirements is required
and should be considered a lifelong commitment to the patient’s health
and well-being.

The patient should be told that successful aneurysm repair does

not arrest the disease process. It is still possible to have associated
degeneration of vessels.

Physicians must advise every patient that it is important to seek

prompt medical attention if he/she experiences signs of limb occlusion,
aneurysm enlargement or rupture. Signs of graft limb occlusion include
pain in the hip(s) or leg(s) during walking or at rest or discoloration or
coolness of the leg. Aneurysm rupture may be asymptomatic, but usually
presents as: pain; numbness; weakness in the legs; any back, chest,
abdominal or groin pain; dizziness; fainting; rapid heartbeat or sudden
weakness.

Due to the imaging required for successful placement and follow-up

of endovascular devices, the risks of radiation exposure to developing
tissue should be discussed with women who are or suspect they are
pregnant.

Men who undergo endovascular or open surgical repair may experience
impotence.

Physicians should refer patients to the Patient Guide regarding risks
occurring during or after implantation of the device. Procedure-related risks
include cardiac, pulmonary, neurologic, bowel and bleeding complications.
Device-related risks include occlusion, endoleak, aneurysm enlargement,
fracture, potential for reintervention and open surgical conversion, rupture
and death (See Section 5, POTENTIAL ADVERSE EVENTS). The physician
should complete the Patient ID Card and give it to the patient so that he/
she can carry it with him/her at all times. The patient should refer to the card
anytime he/she visits additional health practitioners, particularly for any
additional diagnostic procedures (e.g., MRI).

8 HOW SUPPLIED

+ STERILE - DO NOT RESTERILIZE - SINGLE USE ONLY

« The Zenith Alpha Abdominal Endovascular Graft is sterilized by ethylene
oxide gas, is preloaded into an introduction system, and is supplied in
peel-open packages.

The device is intended for single use only. Do not re-sterilize the device.
The product is sterile if the package is unopened and undamaged.
Inspect the device and packaging to verify that no damage has occurred
as a result of shipping. Do not use this device if damage has occurred or
if the sterilization barrier has been damaged or broken. If damage has
occurred, do not use the product and return it to Cook.

Prior to use, verify correct devices (quantity and size) have been supplied
for the patient by matching the device to the order prescribed by the
physician for that particular patient.

The main body grafts, main body extensions and converters are loaded
in 16 Fr (6.0 mm OD) or 17 Fr (6.5 mm OD) Flexor introducer sheaths.
The iliac leg devices are loaded into 12 Fr (4.7 mm OD) or 14 Fr (5.3 mm
OD) Flexor introducer sheaths. The sheath’s surface is treated with a
hydrophilic coating that, when hydrated, enhances trackability. To
activate the hydrophilic coating, the surface must be wiped with a sterile
gauze pad soaked in saline solution under sterile conditions.

- Do not use after the expiration date printed on the label.

« Store in a cool, dry place.

9 CLINICAL USE INFORMATION

9.1 Physician Training

CAUTION: Always have a qualified surgery team available during
implantation or reintervention procedures in the event that conversion
to open surgical repair is necessary.

CAUTION: The Zenith Alpha Abdominal Endovascular Graft should only
be used by physicians and teams trained in vascular interventional
techniques and in the use of this device. The recommended skill/
knowledge requirements for physicians using the Zenith Alpha
Abdominal Endovascular Graft are outlined below.

Patient selection:
+ Knowledge of the natural history of abdominal aortic aneurysms (AAA)
and comorbidities associated with AAA repair

+ Knowledge of radiographic image interpretation, device selection,
planning and sizing
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A multidisciplinary team that has combined procedural experience
with:

« Femoral cutdown, arteriotomy and repair

« Percutaneous access and closure techniques

- Nonselective and selective wire guide and catheter techniques

« Fluoroscopic and angiographic image interpretation

- Embolization

« Angioplasty

« Endovascular stent placement

« Snare techniques

« Appropriate use of radiographic contrast material

« Techniques to minimize radiation exposure

« Expertise in necessary patient follow-up modalities
9.2 Inspection Prior to Use
Inspect the device and packaging to verify that no damage has occurred as
a result of shipping. Do not use this device if damage has occurred or if the
sterilization barrier has been damaged or broken. If damage has occurred,
do not use the product and return it to Cook. Prior to use, verify correct
devices (quantity and size) have been supplied for the patient by matching
the device to the order prescribed by the physician for that particular
patient.

9.3 Materials Required
(Not included in three-piece modular system)

« Zenith Low Profile AAA/Zenith Alpha Abdominal Ancillary Components
« Fluoroscope with digital angiography capabilities (C-arm or fixed unit)
- Contrast media

- Syringe

« Heparinized saline solution

« Sterile gauze pads

9.4 Materials Recommended

The following products are recommended for implantation of any
component in the Zenith product line. For information on the use of these
products, refer to the individual product’s Suggested Instructions for Use:

«.035 inch (0.89 mm) extra stiff wire guide, 260 cm;
« Cook Lunderquist Extra Stiff Wire Guides (LES)
« .035 inch (0.89 mm) standard wire guide;
« Cook .035 inch wire guides
« Cook Nimble™ Wire Guides
« Molding Balloons;
« Cook Coda® Balloon Catheter
« Introducer sets;
« Cook Check-Flo® Introducer Sets
« Cook Extra Large Check-Flo® Introducer Sets
« Cook Flexor® Balkin Up & Over® Contralateral Introducers
« Sizing catheter;
« Cook Aurous® Centimeter Sizing Catheters
« Angiographic radiopaque tip catheters;
« Cook Beacon® Tip Angiographic Catheters
« Cook Beacon® Tip Royal Flush Catheters
« Entry needles;
« Cook single wall entry needles

9.5 Device Di

Sizing
The choice of diameter should be determined from the outer wall to outer

wall vessel diameter and not the lumen diameter. Undersizing or oversizing
may result in incomplete sealing or compromised flow.



Table 9.5.1 Main Body, ZIMB (Zenith Alpha Abdominal Main Body), Graft Diameter Sizing Guide*

Intended Aortic Vessel Main Body Overall Length to Contralateral Limb/ Introducer Sheath
Diameter1-2 Diameter3 Overall Length to Ipsilateral Limb French ID, 0D
(mm) (mm) (mm) Size (mm)

18-19 22 70/94, 84/108, 98/122,108/132, 118/142, 128/152 16 53,6.0

20-21 24 70/94, 84/108, 98/122, 108/132, 118/142, 128/152 16 53,6.0

22 26 70/94, 84/108, 98/122, 108/132, 118/142, 128/152 16 5.3,6.0

23-24 28 70/94, 84/108, 98/122,108/132, 118/142, 128/152 16 5.3,6.0

25-26 30 70/94, 84/108, 98/122, 108/132, 118/142, 128/152 16 5.3,6.0

27-28 32 70/94, 84/108, 98/122, 108/132, 118/142, 128/152 16 5.3,6.0

29-32 36 70/94, 84/108, 98/122, 108/132, 118/142, 128/152 17 5.6,6.5

1 Maximum diameter along the proximal fixation site.

2 Round measured aortic diameter to nearest mm.

3 Additional considerations may affect choice of diameter.
* All dimensions are nominal.

Table 9.5.2 lliac Leg, ZISL (Zenith Alpha Spiral-Z Endovascular Leg), Graft Diameter Sizing Guide*

Introducer Sheath

Intended lliac Vessel lliac Leg lliac Leg
i 1,2 i 3 4
Diameter Diameter Label Length' French ID, OD
(mm) (mm) (mm) Size (mm)
8 9 42,59,77,93,110, 125 12 4.0,4.7
9 1 42,59,77,93,110, 125 12 4.0,4.7
10-12 13 42,59,77,93,110, 125 12 4.0,4.7
13-15 16 42,59,77,93 12 4.0,47
16-18 20 42,59,77,93 14 47,53
19-20 24 42,59,77,93 14 47,53
1 Maximum diameter along the distal fixation site.
2 Round measured iliac diameter to nearest mm.
3 Additional considerations may affect choice of diameter.
4 Approximate overall leg length = label length + 28 mm.
*All dimensions are nominal.
Table 9.5.3 Main Body Extension, ZLBE (Zenith Low Profile/Zenith Alpha Abdominal Body Ex ), Graft Di Sizing Guide*

Intended Aortic Vessel Main Body Extension

Introducer Sheath

Diameter1:2 Diameter3 Main Body E(:::;sion Length Fre.nch ID, OD
(mm) (mm) Size (mm)
18-19 22 45,58 16 53,6.0
20-21 24 45,58 16 53,6.0
22 26 45,58 16 53,6.0
23-24 28 45,58 16 5.3,6.0
25-26 30 45,58 16 53,6.0
27-28 32 45,58 16 53,6.0
29-32 36 45,58 17 5.6,6.5

1 Maximum diameter along the proximal fixation site.

2 Round measured aortic diameter to nearest mm.

3 Additional considerations may affect choice of diameter.
*All dimensions are nominal.

Table 9.5.4 Converter, ZLC (Zenith Low Profile/Zenith Alpha Abdominal Converter), Graft Diameter Sizing Guide*

Main Body Converter Introducer Sheath
Diameter Diameter! Converter Length French ID, OD
(mm) X ’
(mm) (mm) Size (mm)
22&24 24 66 16 53,60
26 & 28 28 66 16 53,6.0
30&32 32 66 16 5.3,6.0
36 36 66 17 5.6,6.5

1 Additional considerations may affect choice of diameter.
*All dimensions are nominal.

10 DIRECTIONS FOR USE

Anatomical Requirements

« lliofemoral access vessel size and morphology (minimal thrombus,
calcification and/or tortuosity) should be compatible with vascular access
techniques and accessories. Arterial conduit techniques may be required.

« Proximal aortic neck lengths should be a minimum of 15 mm with a
diameter measured outer wall to outer wall of 18 to 32 mm.

- lliac artery distal fixation site should be greater than 10 mm in length
and 8 to 20 mm in diameter (measured outer wall to outer wall).

Prior to use of the Zenith Alpha Abdominal Endovascular Graft, review this
Suggested Instructions for Use booklet. The following instructions embody a
guideline for device placement. Variations in the following procedures may
be necessary. These instructions are intended to help guide the physician
and do not take the place of physician judgment.

General Use Information

« Standard techniques for placement of arterial access sheaths, guiding
catheters, angiographic catheters and wire guides should be employed
during use of the Zenith Alpha Abdominal Endovascular Graft. The
Zenith Alpha Abdominal Endovascular Graft is compatible with .035 inch
diameter wire guides.
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« Endovascular stent grafting is a surgical procedure, and blood loss from
various causes may occur, infrequently requiring intervention (including
transfusion) to prevent adverse outcomes. It is important to monitor
blood loss from the hemostatic valve throughout the procedure, but is
specifically relevant during and after manipulation of the gray positioner.
After the gray positioner has been removed, if blood loss is excessive,
consider placing an uninflated molding balloon or an introduction
system dilator within the valve, restricting flow.

Pre-lmplant Determinants

Verify from pre-implant planning that the correct device has been selected.
Determinants include:

. Femoral artery selection for introduction of the main body system (i.e.,
define respective contralateral and ipsilateral iliac arteries).

. Angulation of the aortic neck, aneurysm and iliac arteries.

Quality of the aortic neck.

Diameters of the infrarenal aortic neck and distal iliac arteries.

Distance from the renal arteries to the aortic bifurcation.

Length from the aortic bifurcation to the internal iliac arteries/

attachment site(s).

Aneurysm(s) extending into the iliac arteries may require special

consideration in selecting a suitable graft/artery interface site.

. Consider the degree of vascular calcification, stenosis and narrowing.
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Patient Preparation

. Refer to institutional protocols relating to anesthesia, anticoagulation and
monitoring of vital signs.

Position the patient on the imaging table allowing fluoroscopic
visualization from the aortic arch to the femoral bifurcations.

Both common femoral arteries should be prepared using standard
techniques for either surgical or percutaneous access.
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10.1 Bifurcated System (Fig. 2)

10.1.1 Bifurcated Main Body Preparation/Flush

. Verify that the Captor Sleeve is inserted in the Captor Hemostatic Valve.
Elevate the distal tip of the system and flush through the stopcock on the
Captor Hemostatic Valve until fluid emerges through the flush groove at
the proximal end of the introducer sheath. (Fig. 5a) Continue to inject a
full 20 cc of flushing solution through the device. Discontinue injection
and close the stopcock on the connecting tube.

NOTE: Graft flushing solution of heparinized saline is often used.

2. Attach a syringe with heparinized saline to the clear hub on the end of
the handle. Flush until fluid exits the dilator tip. (Fig. 6)

NOTE: When flushing the system, elevate the distal end of the system to

facilitate the removal of air.

3. Soak sterile gauze pads in saline solution and use them to wipe the

Flexor introducer sheath to activate the hydrophilic coating. Hydrate

both the sheath and dilator liberally.

10.1.2 lliac Leg Preparation/Flush

. Remove the Peel-Away sheath from the back of the hemostatic valve.
(Fig. 8) Elevate the distal tip of the system and flush through the
stopcock on the hemostatic valve until fluid emerges through the flush
groove at the proximal end of the introducer sheath. (Fig. 5b) Continue
to inject a full 20 cc of flushing solution through the device. Discontinue
injection and close the stopcock on the connecting tube.

NOTE: Graft flushing solution of heparinized saline is often used.

NOTE: When removing the Peel-Away sheath from the back of the

hemostatic valve, ensure that the delivery system sheath is held stationary

against the dilator tip to limit possible movement.
2. Attach a syringe with heparinized saline to the black hub on the inner
cannula. Flush until fluid exits the dilator tip. (Fig. 7)

NOTE: When flushing the system, elevate the distal end of the system to

facilitate the removal of air.

10.1.3 Vascular Access and Angiography

1. Puncture the selected common femoral arteries using standard
technique with an 18 or 19UT gage arterial needle. Upon vessel entry,
insert:

« Wire guides - standard .035 inch diameter, 145 cm long

- Appropriate size sheaths (e.g., 6 or 8 Fr)

« Flush catheter (often radiopaque sizing catheters - e.g., Centimeter Sizing
Catheter or straight flush catheter)

2. Perform angiography to identify level(s) of renals, aortic bifurcation and
iliac bifurcations.

NOTE: If fluoroscope angulation is used with an angulated neck it may be
necessary to perform angiograms using various projections.

10.1.4 Main Body Placement

1. Ensure the delivery system has been flushed with heparinized saline and
that all air is removed from the system.
2. Give systemic heparin and check flushing solutions. Flush after each
catheter and/or wire guide exchange.
NOTE: Monitor the patient’s coagulation status throughout the procedure.
3. On the ipsilateral side, replace the J wire with a stiff wire guide (LES)
.035 inch, 260 cm long, and advance through the catheter and up to
the thoracic aorta. Remove the flush catheter and sheath. Maintain wire
guide position.
Before insertion, position the main body delivery system on the patient’s
abdomen under fluoroscopy to determine the orientation of the
contralateral limb radiopaque marker. The sidearm of the hemostatic
valve may serve as an external reference to the contralateral limb
radiopaque marker.
. Insert the main body delivery system over the wire into the femoral
artery, with attention to sidearm reference.
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CAUTION: Maintain wire guide position during delivery system
insertion.

CAUTION: To avoid any twist in the endovascular graft, during
any rotation of the delivery system, be careful to rotate all of the
components of the system together (from outer sheath to inner
cannula).

6. Advance the delivery system until the four gold radiopaque markers
(which are positioned 2 mm from the most proximal segment of the
graft material) (Fig. 9, lllustration 1) are just inferior to the most inferior
renal orifice.

7. Verify position of the wire guide in the thoracic aorta. Ensure the graft
system is oriented such that the contralateral limb is positioned above
and anterior to the origin of the contralateral iliac. If the contralateral
limb radiopaque marker is not properly aligned, rotate the entire system
until it is correctly positioned half way between a lateral and an anterior
position on the contralateral side.

«+ A marker formation of a v indicates an anterior position of the short
(contralateral) limb. (Fig. 9, lllustration 4)

-« A marker formation of a \ indicates a posterior position of the short
(contralateral) limb. (Fig. 9, lllustration 5)

+ A marker formation of a | line indicates a lateral position of the short
(contralateral) limb. (Fig. 9, lllustration 6)

8. Repeat the angiogram to verify the four gold radiopaque markers are
2 mm or more below the most inferior renal orifice.

9. Ensure the Captor Hemostatic Valve is turned to the open position.
(Fig. 10)

10. Stabilize the gray positioner (the shaft of the delivery system) while
withdrawing the sheath. Deploy the first two covered stents by
withdrawing the sheath while monitoring device location.
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NOTE: The delivery system does not utilize a top cap; however, the stent
graft has a suprarenal stent with barbs. The device should be accurately
positioned before the outer sheath is withdrawn.

11. Without moving the table, decrease the magnification to check on the
position of the contralateral limb radiopaque marker and location of
renal arteries. Continue withdrawing the sheath until the contralateral
limb is fully deployed. (Fig. 11) Stop withdrawing the sheath.

NOTE: Verify the contralateral limb is at least 5 mm above the aortic

bifurcation and in the desired location for cannulation.

12. Repeat the angiogram and reposition if necessary.

13. While holding the black gripper, turn the black safety lock knob 180
degrees in the direction of the arrows. (counter clockwise). Ensure that
the black safety lock knob is secured in the unlock position. This will
allow you to rotate the blue rotation handle. (Fig. 12)

NOTE: If the black safety lock knob is removed from the system after it

has been turned counterclockwise, the blue rotation handle will still be

functional. Continue with the procedure.

14. To release the suprarenal bare stent, under fluoroscopy, turn the blue
rotation handle approximately two full rotations in the direction of the
arrow (clockwise) until a stop is felt. (at this point, the safety lock knobs
are aligned). Rotating the blue handle retracts the wires that tether the
bare proximal stent to the proximal end of the delivery system. (Fig. 13)

NOTE: If the blue rotation handle stops before completing approximately

two full rotations, confirm that the black safety lock knob is in the unlock

position. If it is not, unlock the black safety lock knob and complete Step 14.

NOTE: Handle system mechanism may be manually overridden; however,

do not attempt any troubleshooting actions before referring to Section 12.

NOTE: If resistance is felt or system bowing is noticed, the device is under

tension. Excessive force may cause the graft position to be altered. If

excessive resistance or delivery system movement is noted, stop and assess
the situation. If the stent does not fully release, see Section 12, MAIN BODY

RELEASE TROUBLESHOOTING

CAUTION: During suprarenal stent deployment, verify that the position
of the main body wire guide extends just distal to the aortic arch and
that support of the system is maximized.

NOTE: Once the barbed suprarenal stent has been deployed, further
attempts to reposition the graft are not recommended.

WARNING: The Zenith Alpha Abdominal Endovascular Graft
incorporates a suprarenal stent with fixation barbs. Exercise extreme
caution when manipulating interventional devices in the region of the
suprarenal stent.

10.1.5 Contralateral lliac Wire Guide Placement

. Manipulate wire guide using an angiographic catheter through the open
end of the contralateral limb into the body of the graft. Advance the wire
guide inside the body of the graft and into the thoracic aorta. AP and
oblique fluoroscopic views can aid in verification of device cannulation.

. After cannulation of the wire guide, advance the angiographic catheter
over the wire into the body of the endovascular graft. Remove the wire
guide and perform angiography to confirm position. Reinsert the wire
guide inside the body of the graft and into the thoracic aorta. Remove
the angiographic catheter.
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10.1.6 Contralateral lliac Leg Placement and Deployment

NOTE: If using this device in conjunction with the Zenith Spiral-Z AAA
lliac Leg, refer to the Zenith Spiral-Z AAA lliac Leg IFU for appropriate
deployment and overlap instructions.

CAUTION: Verify that the contralateral iliac leg is selected.

NOTE: When using a 42 or 59 mm leg graft on the ipsilateral side,
contralateral leg overlap into the contralateral main body limb should be
limited to 16 mm.

. Position the image intensifier to show both the contralateral internal iliac
artery and contralateral common iliac artery.

. Prior to introduction of the contralateral iliac leg delivery system,
inject contrast through the contralateral femoral sheath to locate the
contralateral internal iliac artery.

. Remove the femoral sheath and introduce the contralateral iliac leg
delivery system into the artery. Advance slowly until the zone between
the two proximal gold markers aligns with the gold radiopaque marker
at the bifurcation of the main body graft. This will allow between 16 mm
and 32 mm of overlap between components. (Fig. 14) If there is any
tendency for the main body graft to move during this maneuver, hold it
in position by stabilizing the positioner on the ipsilateral side.

NOTE: On each iliac leg there are three gold markers, as explained below:
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Location Graft Overlap

Proximal Marker 1 Proximal edge When marker is aligned
with the main body
bifurcation marker, there is
an overlap of 16 mm on the
contralateral side (minimum

recommended overlap)

When this marker is
aligned with the main body
bifurcation marker, there is
an overlap of 32 mm on the
contralateral side (maximum
recommended overlap)

16 mm from
proximal edge

Proximal Marker 2

Distal Marker Distal edge N/A

NOTE: If difficulty is encountered advancing the iliac leg delivery system,
exchange to a more supportive wire guide. In tortuous vessels, the anatomy
may alter significantly with the introduction of the rigid wires and sheath
systems.

4. Confirm position of the distal end of the contralateral iliac leg graft.
Reposition the contralateral iliac leg graft if necessary to ensure both
internal iliac patency and minimum overlap of 2 stents (16 mm) within
the main body endovascular graft.

5. To deploy, hold the contralateral iliac leg graft in position with the gray
positioner while withdrawing the sheath approximately 10 mm.

(Figs. 15 and 16)
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Check the graft position and reposition if necessary.
. Continue to deploy the graft by withdrawing the sheath while
continuously checking the position of the graft.
Stop withdrawing the sheath as soon as the distal end of the contralateral
iliac leg graft is released.
. Under fluoroscopy and after verification of iliac leg graft position, loosen
the pin vise and retract the inner cannula to dock the tapered dilator
to the positioner. Tighten the pin vise. Maintain sheath position while
withdrawing the gray positioner with secured inner cannula. (Fig. 17)
10. Re-check the position of the wire guide.
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10.1.7 Main Body Distal (Bottom) Deployment

1. Return to the ipsilateral side.

2. Fully deploy the ipsilateral limb of the main body by withdrawing
the sheath until the most distal stent has expanded. (Fig. 18) Stop
withdrawing the sheath.

NOTE: The distal stent is still secured to the delivery system.

3. While holding the black gripper, turn the gray safety lock knob
counterclockwise to engage the blue rotation handle. (Fig. 19)

NOTE: If you are unable to release the gray safety lock knob, ensure that the
safety lock knobs are aligned and that the handle has not been over-rotated
(i.e., rotated more than two full rotations from its original position). The user
should then release the gray safety lock knob by hand. If unable to do this
by hand, use gauze or forceps to forcefully turn the safety lock knob.

4. To release the wire securing the ipsilateral limb to the delivery system,
turn the blue rotation handle in the direction of the arrow (clockwise)
until a stop is felt. (Fig. 20)

NOTE: Handle system mechanism may be manually overridden; however,
do not attempt any troubleshooting actions before referring to Section 12,
MAIN BODY RELEASE TROUBLESHOOTING.

NOTE: Turning the rotation handle releases the distal stent of the main
body graft. If the distal stent does not release, see Section 12, MAIN BODY
RELEASE TROUBLESHOOTING.

5. Withdraw the entire inner subassembly through the sheath by holding
the Captor Hemostatic Valve stationary and pulling on the black gripper.
Confirm that the Captor sleeve is removed along with the inner sub
assembly. (Fig. 21)

NOTE: Maintain position of sheath and wire guide.

6. Close the Captor Hemostatic Valve on the introducer sheath by turning it
in a clockwise direction until it stops. (Fig. 22)

10.1.8 Ipsilateral lliac Leg Placement and Deployment

NOTE: If using this device in conjunction with the Zenith Spiral-Z AAA
lliac Leg, refer to the Zenith Spiral-Z AAA lliac Leg IFU for appropriate
deployment and overlap instructions.

NOTE: Ensure the Captor Hemostatic Valve on the main body introducer
sheath is turned to the open position. (Fig. 23)

1. Position the image intensifier to show both the ipsilateral internal iliac
artery and ipsilateral common iliac artery.

2. Prior to the introduction of the ipsilateral iliac leg delivery system, inject
contrast through the main body femoral sheath to locate the ipsilateral
internal iliac artery.

3. Utilize the main body graft wire and sheath assembly to introduce the
ipsilateral iliac leg graft. Advance the dilator and sheath assembly into
the main body sheath.

NOTE: In tortuous vessels, the position of the internal iliac arteries may alter

significantly with the introduction of the rigid wires and sheath systems.

4. Continue advancing slowly until the proximal edge of the ipsilateral leg
graft aligns with the proximal edge of the previously-placed contralateral
leg graft. (Figs. 24 and 25)

5. Confirm position of the distal end of the iliac leg graft. Using the distal
gold marker as a reference point, reposition the iliac leg graft if necessary
to ensure internal iliac patency.

6.To deploy, hold the iliac leg graft in position with the gray positioner
while withdrawing the sheath approximately 10 mm. (Fig. 26)

7. Check the graft position and reposition if necessary.

8. Continue to deploy the graft by withdrawing the sheath while
continuously checking the position of the graft. (Fig. 27)

9. Under fluoroscopy and after verification of iliac leg graft position, loosen
the pin vise, and retract the inner cannula to dock the tapered dilator
to the positioner. Tighten the pin vise. Maintain sheath position while
withdrawing the positioner with secured inner cannula. (Fig. 28)

10. Close the Captor Hemostatic Valve by turning it in a clockwise direction
until it stops.

11. Re-check the position of the wire guides. Leave the sheath and wire
guides in place.

10.1.9 Molding Balloon Insertion

1. Prepare the molding balloon as follows:

« Flush the wire lumen with heparinized saline.
« Remove all air from the balloon.

2. In preparation of the insertion of the molding balloon, open the Captor
Hemostatic Valve by turning counterclockwise.

3. Advance the molding balloon over the wire guide and through the
hemostatic valve of the main body introduction system to the level of
the renal arteries. Maintain proper sheath positioning.

4. Tighten the Captor Hemostatic Valve around the molding balloon with
gentle pressure by turning it clockwise.

CAUTION: Do not inflate the balloon in the vessel outside of the graft.

5. Expand the molding balloon with diluted contrast media (as directed by
the manufacturer) in the area of the most proximal covered stent and the
infrarenal neck, starting proximally and working in the distal direction.
(Fig. 29)

CAUTION: Confirm complete deflation of the balloon prior to
repositioning.

CAUTION: The Captor Hemostatic Valve must be open prior to
repositioning of the molding ball

6. Withdraw the molding balloon to the ipsilateral limb overlap region and
expand.

CAUTION: The Captor Hemostatic Valve must be open prior to
repositioning of the molding ball

7. Withdraw the molding balloon to the ipsilateral distal fixation site and
expand.
CAUTION: Do not inflate the balloon in the vessel outside of the graft.

8. Deflate and remove the molding balloon. Transfer the molding balloon
onto the contralateral wire guide and into the contralateral iliac leg
introduction system. Advance the molding balloon to the contralateral
limb overlap and expand.

CAUTION: Confirm complete deflation of the balloon prior to
repositioning.

9. Withdraw the molding balloon to the contralateral iliac leg/vessel distal
fixation site and expand. (Fig. 29)

CAUTION: Do not inflate the balloon in the vessel outside of the graft.

10. Remove the molding balloon and replace it with an angiographic
catheter to perform completion angiograms.

11. Remove or replace all stiff wire guides to allow the iliac arteries to
resume their natural position.

Final Angiogram

1. Position an angiographic catheter just above the level of the renal
arteries. Perform angiography to verify that the renal arteries are patent
and that there are no endoleaks. Verify patency of the internal iliac
arteries.

2. Confirm there are no endoleaks or kinks and verify position of the
proximal gold radiopaque markers. Remove the sheaths, wires and
catheters.

NOTE: If endoleaks or other problems are observed, refer to Section 10.2,
Zenith Low Profile AAA/Zenith Alpha Abd | Ancillary Comp
3. Repair vessels and close in standard surgical fashion.

10.2 Zenith Low Profile AAA/Zenith Alpha Abdominal Ancillary
Components

General Use Information

Inaccuracies in device size selection or placement, changes or anomalies
in patient anatomy or procedural complications can require placement of
additional endovascular grafts, extensions and converters. Regardless of
the device placed, the basic procedure(s) will be similar to the maneuvers
required and described previously in this document. It is vital to maintain
wire guide access.

Standard techniques for placement of arterial access sheaths, guiding
catheters, angiographic catheters and wire guides should be employed
during use of the Zenith Low Profile AAA/Zenith Alpha Abdominal
ancillary components. Low Profile AAA/Zenith Alpha Abdominal ancillary
components are compatible with .035 inch wire guides.

Zenith Low Profile AAA/Zenith Alpha Abdominal ancillary components are
compatible with the Zenith Low Profile AAA Endovascular Graft as well as
the Zenith Alpha Abdominal Endovascular Graft.

10.2.1 Converter

Converters can be used to convert a bifurcated graft into an aortouni-
iliac graft, if necessary (e.g., cases of Type Ill endoleak, limb occlusion or
unattainable contralateral limb cannulation). (Fig. 30)

Converter Preparation/Flush

1. Remove the inner stylet (from the inner cannula), cannula protector
(from the inner cannula) and dilator tip protector (from the dilator tip).
Remove the Peel-Away sheath from the back of the hemostatic valve.
(Fig. 31) Elevate the distal tip of the system and flush through the
stopcock on the hemostatic valve until fluid emerges from the flushing
groove near the tip of the introducer sheath. (Fig. 32) Continue to inject
a full 20 cc of flushing solution through the device. Discontinue injection
and close stopcock.

NOTE: Graft flushing solution of heparinized saline is often used.

2. Attach a syringe with heparinized saline to the hub of the inner cannula.
Flush until fluid exits the dilator tip. (Fig. 33)

NOTE: When flushing the system, elevate the distal end of the system to
facilitate removal of air.

3. Soak sterile gauze pads in saline solution and use them to wipe the
Flexor introducer sheath to activate the hydrophilic coating. Hydrate
both the sheath and the dilator liberally.

Converter Placement and Deployment

1. Remove the main body delivery sheath. Use the main body graft wire
guide to introduce the converter into the main body.

NOTE: The converter delivery system cannot be introduced through the

main body or iliac leg introducer sheath.

2. Advance slowly until the converter is at the site of the required
intervention. (Fig. 34) Verify appropriate stent graft overlap to ensure
proper sealing and resistance to migration. The proximal two stents
should be positioned in the main body graft and the distal two stents
should be positioned in the ipsilateral leg.

. Deploy the device by withdrawing the sheath while stabilizing the gray
positioner of the delivery system. (Figs. 35 and 36)

. Remove the safety lock from the black trigger-wire release mechanism.

Withdraw and remove the trigger-wire by sliding the black trigger-wire

release mechanism off the handle, and then remove via the slot over the

inner cannula. (Fig. 37)

Continue to deploy the device until the distal stent is uncovered.

. Withdraw the tapered tip of the introducer back through the converter
graft and delivery system while maintaining wire guide position. Ensure
the endovascular graft is not displaced during the withdrawal of the
delivery system.

. Close the Captor Hemostatic Valve by turning it in a clockwise direction
until it stops. (Fig. 38)
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Converter Molding Balloon Insertion
NOTE: For information on the use of recommended products, refer to the
individual product’s Instructions for Use.
1. Prepare the molding balloon as follows:
« Flush the wire lumen with heparinized saline.
« Remove all air from the balloon.
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CAUTION: The Captor Hemostatic Valve must be open prior to
repositioning of the molding balloon.

2. Advance the molding balloon over the wire guide and through the
hemostatic valve to the proximal segment of the converter.

3. Tighten the Captor Hemostatic Valve around the molding balloon with
gentle pressure by turning it clockwise.

CAUTION: Do not inflate the balloon in the vessel outside of the graft.

4. Expand the molding balloon within the proximal segment and the
distal segment of the converter using diluted contrast media (as
recommended by the manufacturer). (Fig. 39)

CAUTION: Confirm complete deflation of the balloon prior to
repositioning.
5. Completely deflate and remove the molding balloon, replace it with an
angiographic catheter and perform completion angiograms.
6. If no other endovascular maneuvers are necessary, remove any sheaths,

wires and catheters. Repair vessels and close in standard surgical
fashion.

10.2.2 Main Body Extensions

Main body extensions are used for extending the proximal body of an in
situ endovascular graft. (Fig. 40)

Main Body Extension Preparation/Flush

. Remove the inner stylet (from the inner cannula), cannula protector
(from the inner cannula) and dilator tip protector (from the dilator tip).
Remove the Peel-Away sheath from the back of the hemostatic valve.
(Fig. 31) Elevate the distal tip of the system and flush through the
stopcock on the hemostatic valve until fluid emerges from the flushing
groove near the tip of the introducer sheath. (Fig. 32) Continue to inject
a full 20 cc of flushing solution through the device. Discontinue injection
and close the stopcock.

NOTE: Graft flushing solution of heparinized saline is often used.

2. Attach a syringe with heparinized saline to the hub of the inner cannula.
Flush until fluid exits the dilator tip. (Fig. 33)

NOTE: When flushing system, elevate distal tip of the system to facilitate

removal of air.

3. Soak sterile gauze pads in saline solution and use them to wipe the

Flexor introducer sheath to activate the hydrophilic coating. Hydrate

both the sheath and the dilator liberally.

Main Body Extension Placement and Deployment

1. Remove the main body delivery sheath. Use the main body graft wire
guide to introduce the main body extension into the main body.
NOTE: The main body extension delivery system cannot be introduced
through the main body or iliac leg introducer sheath.
2. Advance slowly until the main body extension is at the site of the required
intervention. (Fig. 41)
3. Verify the main body extension position to ensure proper sealing and
resistance to migration.
4. Verify the placement with angiography to ensure that the renal arteries
remain patent and that proper placement is achieved.

CAUTION: Care should be taken not to displace the main body graft
during the placement and deployment of the main body extension.

5. Deploy the device by withdrawing the sheath while stabilizing the gray
positioner of the delivery system. (Figs. 35 and 42) Continue to deploy
the device until the most distal stent is uncovered. Stop withdrawing the
sheath.
Remove the safety lock from the black trigger-wire release mechanism.
Withdraw and remove the trigger-wire by sliding the black trigger-wire
release mechanism off the handle, and then remove via the slot over the
inner cannula. (Fig. 37)
. Withdraw the tapered tip of the introducer back through the main
body extension graft and delivery system while maintaining wire guide
position. Ensure the main body extension and endovascular graft are
not displaced during withdrawal of the delivery system.
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8. Close the Captor Hemostatic Valve by turning it in a clockwise direction
until it stops. (Fig. 38)

Main Body Extension Molding Balloon Insertion

NOTE: For information on the use of recommended products, refer to the
individual product’s Instructions for Use.
1. Prepare the molding balloon as follows:
« Flush the wire lumen with heparinized saline.
+ Remove all air from the balloon.

CAUTION: The Captor Hemostatic Valve must be open prior to
itioning of the molding ball

2. Advance the molding balloon over the wire guide and through the
hemostatic valve of the main body introduction system to the level of
the main body extension.

3. Tighten the Captor Hemostatic Valve around the molding balloon with
gentle pressure by turning the Captor Hemostatic Valve clockwise.

CAUTION: Do not inflate the balloon in the vessel outside of the graft.

4. Expand the molding balloon within the proximal segment of the main
body extension and then the most distal segment of the main body
extension using diluted contrast media (as recommended by the
manufacturer). (Fig. 43)

of the ball

CAUTION: Confirm complete defl
repositioning.

prior to

5. Completely deflate and remove the molding balloon, replace it with an
angiographic catheter and perform completion angiograms.

6. If no other endovascular maneuvers are necessary, remove any sheaths,
wires and catheters. Repair vessels and close in standard surgical
fashion.

11 IMAGING GUIDELINES AND POSTOPERATIVE FOLLOW-UP

11.1 General

« The long-term performance of this endovascular graft has not yet
been established. All patients should be advised that endovascular
treatment requires lifelong, regular follow-up to assess their
health and the performance of their endovascular graft. Patients
with specific clinical findings (e.g., endoleaks, enlarging aneurysms or
changes in the structure or position of the endovascular graft) should
receive additional follow-up.

Patients should be counseled on the importance of adhering to the

follow-up schedule, both during the first year and at yearly intervals

thereafter. Patients should be told that regular and consistent follow-
up is a critical part of ensuring the ongoing safety and effectiveness of
endovascular treatment of AAAs.

Physicians should evaluate patients on an individual basis and prescribe

their follow-up relative to the needs and circumstances of each

individual patient. The recommended imaging schedule is presented in

Table 11.1.1. This schedule continues to be the minimum requirement

for patient follow-up and should be maintained even in the absence

of clinical symptoms (e.g., pain, numbness, weakness). Patients with

specific clinical findings (e.g., endoleaks, enlarging aneurysms or

changes in the structure or position of the stent graft) should receive
follow-up at more frequent intervals.

Annual imaging follow-up should include abdominal radiographs and

both contrast and non-contrast CT examinations.

« The combination of contrast and non-contrast CT imaging provides
information on aneurysm diameter change, endoleak, patency,
tortuosity, progressive disease, fixation length and other morphological
changes.

« The abdominal radiographs provide information on device integrity
(separation between components, stent fracture and barb separation).

Table 11.1.1 lists the minimum imaging follow-up for patients with the
Zenith Alpha Abdominal Endovascular Graft. Patients requiring enhanced
follow-up should have interim evaluations.

Table 11.1.1 Recommended Imaging Follow-up Schedule

Pre-op Intra-op 30-Day 6-Month 12-Month?
CT Scan X1 x3 x3 X3
Abdominal Device X-ray X X X
Angiography x2 X

1 Imaging should be performed within 6 months before the procedure.

2 Required only to resolve any uncertainties in anatomical measurements necessary for graft sizing.
3 Duplex ultrasound may be used for those patients experiencing renal failure or who are otherwise unable to undergo contrast enhanced CT scan.

4 Yearly thereafter

11.2 Contrast and Non-Contrast CT Recommendations

« Film sets should include all sequential images at lowest possible slice thickness (<3 mm). DO NOT perform large slice thickness (>3 mm) and/or omit
consecutive CT images/film sets, as it prevents precise anatomical and device comparisons over time.
« All images should include a scale for each film/image. Images should be arranged no smaller than 20:1 images on 14 inch x 17 inch sheets if film is used.
It is important to follow acceptable imaging protocols during the CT exam. Table 11.2.1 lists examples of acceptable imaging protocols
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11.2.1 Acceptable Imaging Protocols

Non-Contrast

Contrast

IV contrast

No

Yes

Acceptable machines

Spiral CT or high performance MDCT capable
of >40 seconds

Spiral CT or high performance MDCT capable
of >40 seconds

Injection volume n/a Per institutional protocol
Injection rate n/a >2.5 cc/sec
Injection mode n/a Power
Bolus timing n/a Test bolus: SmartPrep, C.A.R.E. or equivalent
Coverage - start Diaphragm 1 c¢m superior to celiac axis

Coverage - finish

Proximal femur

Profunda femoris origin

Collimation

<3mm

<3mm

Reconstruction

2.5 mm throughout - soft algorithm

2.5 mm throughout - soft algorithm

Axial DFOV 32cm 32cm
Post-injection runs None None
11.3 Abdominal Radiographs For US Patients Only

The following views are required:

« Four films: supine-frontal (AP), lateral, 30 degree LPO and 30 degree RPO
views centered on umbilicus.
+ Record the table-to-film distance and use the same distance at each
subsequent examination.
Ensure entire device is captured on each single image format lengthwise.

If there is any concern about the device integrity (e.g., kinking,

stent breaks, barb sep , relative comp migration), it is
recommended to use magnified views. The attending physician should
evaluate films for device integrity (entire device length including
components) using 2-4X magnification visual aid.

11.4 MRI Information

NOTE: If using this device in conjunction with another endovascular graft
from the Zenith family, refer to the appropriate device’s IFU for additional
MRI information.

Nonclinical testing has demonstrated that the Zenith Alpha Abdominal
Endovascular Graft used with Zenith Alpha Spiral-Z Endovascular Legs is
MR Conditional according to ASTM F2503. A patient with this device may
be safely scanned under the following conditions.

Static Magnetic Field
« Static magnetic field of 3.0 tesla or 1.5 tesla only
+ Maximum spatial magnetic gradient of 1600 gauss/cm (16.0 T/m) or less
+ Maximum MR system reported, whole-body-averaged specific
absorption rate (SAR) of < 2.0 W/kg (Normal Operating Mode) for 15
minutes of continuous scanning.
Under the scan conditions provided above, the Zenith Alpha Abdominal
Endovascular Graft used with Zenith Alpha Spiral-Z Endovascular Legs is
not expected to result in a temperature rise of more than 1.3°C after 15
minutes of continuous scanning.

Image Artifact

The image artifact extends approximately 9.5 mm from the Zenith

Alpha Abdominal Endovascular Graft used with Zenith Alpha Spiral-Z
Endovascular Legs as found during nonclinical testing when imaged with
a gradient echo pulse sequence and a 3.0 Tesla MRI system. The image
artifact obscures the device lumen.
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Cook recommends that the patient register the MR conditions disclosed in
this IFU with the MedicAlert Foundation. The MedicAlert Foundation can be
contacted in the following manners:

Mail: ~ MedicAlert Foundation International
2323 Colorado Avenue
Turlock, CA 95382
Phone:  888-633-4298 (toll free)

209-668-3333 from outside the US
Fax:  209-669-2450
Web:  www.medicalert.org

11.5 Additional Surveillance and Treatment
Additional surveillance and possible treatment is recommended for:

+ Aneurysms with Type | endoleak

+ Aneurysms with Type Il endoleak

« Aneurysm enlargement, =5 mm of maximum diameter (regardless of
endoleak status)

« Migration

« Inadequate seal length

Consideration for reintervention or conversion to open repair should
include the attending physician’s assessment of an individual patient’s
comorbidities, life expectancy and the patient’s personal choices. Patients
should be counseled that subsequent reinterventions, including catheter
based and open surgical conversion are possible following endograft
placement.



12 MAIN BODY RELEASE TROUBLESHOOTING

Troubleshooting Flow Chart 1: Bare Stent Is Not Released and Rotation Handle Cannot Rotate

NOTE: Technical assistance from a Cook product specialist may be obtained by contacting your local Cook representative.
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Troubleshooting Flow Chart 2: Proximal Bare Stent Is Released and Gray Safety Lock Knob Will Not Unlock
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1. Ensure that the black safety lock knob is secured in the unlock position. 13 REFERENCES

2. Continue rotating the blue rotation handle.

3. In case of difficulty releasing the proximal bare stent and rotating the

blue rotation handle, completely unsheathe the ipsilateral limb

(Fig. 44), then unlock the gray safety lock knob and secure it in the

unlocked position. (Fig. 45) Continue rotating the blue rotation handle

until it stops rotating (approximately two full turns), which should
release the proximal bare stent and the distal ipsilateral limb. Complete
the procedure. If this still does not alleviate difficulty, proceed with the
main body release troubleshooting steps below to disassemble the
rotation handle.

Place surgical forceps into the slots on the back-end clips and slide both

clips out. (Figs. 46 and 47)

Remove the back-end cap from the blue rotation handle. (Fig. 48)

. While holding the black gripper, remove the blue rotation handle by
sliding it straight back. If you pull the handle back and it stops, ensure
that the gray safety lock knob is unlocked and secured in the unlock
position (180 degree rotation), then continue to pull the handle straight
back. (Fig. 49) If the handle still will not pull back, rotate it in the
opposite direction of the arrows (counterclockwise) until the handle is
removed. (Figs. 50 and 51)

NOTE: Tension will be felt during the removal of the rotation handle.

7. Using forceps, grasp all the wires and withdraw them until the graft is
released. (Fig. 52 and 53)

These instructions for use are based on experience from physicians and (or)
their published literature. Refer to your local Cook sales representative for
information on available literature.
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