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ZENITH ALPHA® SPIRAL-Z® ENDOVASCULAR LEG
Suggested Instructions for Use

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 ular graft) are lied sterile, for single use only.

Yy PF

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 Spiral-Z Endovascular Leg. For information on other
applicable Zenith components, please refer to the following Instructions for
Use:

« Zenith® Low Profile AAA/Zenith Alpha™ Abdominal Ancillary Components;
« Zenith Alpha® Abdominal Endovascular Graft;

« Zenith Flex® AAA Endovascular Graft;

- Zenith® Fenestrated AAA Endovascular Graft;

« Zenith® Branch Endovascular Graft-lliac Bifurcation;

« Zenith® Universal Distal Endovascular Graft;

« Zenith® Renu™ AAA Ancillary Graft; and

- Coda® Balloon Catheter.

1 DEVICE DESCRIPTION
1.1 Zenith Alpha Spiral-Z Endovascular Leg

The Zenith Alpha Spiral-Z Endovascular Leg is part of a modular system
consisting of multiple components, most typically a bifurcated main body
and two iliac legs. (Fig. 1) It can be used in conjunction with systems listed
above. The iliac legs are constructed of woven polyester fabric sewn to five
self-expanding nitinol Cook-Z® stents and a continuous nitinol spiral stent
with braided polyester and monofilament polypropylene suture, providing
a conduit that is intended to exclude the aneurysm from blood flow. The graft
is fully stented to provide stability and the expansile force necessary to open
the lumen of the graft during deployment. Additionally, the Cook-Z stents
placed at the ends of the graft provide the necessary attachment and seal of
the graft to the vessel wall.

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 Delivery System

The Zenith Alpha Spiral-Z Endovascular Leg is shipped pre-loaded into a
12 Fr (4.7 mm OD) or 14 Fr (5.3 mm OD) introduction system. (Fig. 2) The
introduction system is designed for ease of use with minimal preparation.
Both 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.

2 INDICATIONS FOR USE

The Zenith Alpha Spiral-Z Endovascular Leg is indicated for use with the
Zenith Alpha Abdominal Endovascular Graft, Zenith Low Profile AAA/Zenith
Alpha Abdominal Ancillary Components, Zenith Flex AAA Endovascular
Graft, Zenith Renu AAA Ancillary Graft, Zenith Fenestrated AAA Endovascular
Graft and Zenith Branch Endovascular Graft-lliac Bifurcation, during either

a primary or a secondary procedure in patients who have adequate iliac/
femoral access compatible with the required introduction systems. The graft
is used in combination with these products for the endovascular treatment
of abdominal aortic and aorto-iliac aneurysms.

3 CONTRAINDICATIONS
The Zenith Alpha Spiral-Z Endovascular Leg is contraindicated in:

- Patients with known sensitivities or allergies to polyester, polypropylene,
nitinol, urethane, polytetrafluoroethylene (PTFE), nylon, or gold.

- Patients with a systemic or local infection that may increase the 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 Spiral-Z Endovascular Leg 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.

4.2 Patient Selection, Treatment and Follow-Up

- lliac artery distal fixation site greater than 10 mm in length and 8-20 mm
in diameter (measured outer wall to outer wall) is required. These sizing
measurements are critical to the performance of the endovascular repair.

« For sizing requirements and a list of key anatomical elements that may

affect successful aneurysm exclusion, refer to the appropriate Zenith

Instructions for Use.

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

12 Fr (4.7 mm OD) or 14 Fr (5.3 mm OD) introduction systems. 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 or thrombosis. 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 Spiral-Z Endovascular Leg 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 Spiral-Z Endovascular Leg 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 indispensible 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

indispensible 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

morbidly obese patients

patients less than 18 years of age

key anatomical elements that fall outside the sizing requirements

specified in the appropriate main body or Renu Instructions for Use.

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.
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4.3 Pre-Procedure M and|

« 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 Spiral-Z Endovascular Leg. If
contrast-enhanced spiral CTA with 3-D reconstruction is not available, the
patient should be referred to a facility with these capabilities.

« Clinicians recommend that 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 length as well as planning Zenith Alpha Spiral-Z Endovascular Leg



components. These reconstructions should be performed in sagittal, coronal,
and 3-D.

« The long-term performance of this endovascular graft has not yet
been established. All patients should be advised that endovascular
treatment requires life-long, 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 Spiral-Z Endovascular Leg 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 or stent fracture) 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 Spiral-Z Endovascular Leg IFU sizing
guide is strongly recommended when selecting the appropriate device
size (Table 9.5.1). 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 Spiral-Z Endovascular Leg and assure accurate apposition to
the vessel wall.

« Do not bend or kink the delivery system. Doing so may cause damage to
the delivery system and the Zenith Alpha Spiral-Z Endovascular Leg Graft.

« To avoid any twist in the endovascular graft, during any rotation of
the delivery system, be careful to rotate all 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 Spiral-Z
Endovascular Leg in a location that will occlude arteries necessary to
supply blood flow to organs or extremities.

- Do not attempt to re-sheath the graft after partial or complete
deployment.

Inaccurate placement and/or incomplete sealing of the Zenith Alpha
Spiral-Z Endovascular Leg within the vessel may result in increased risk of
endoleak, migration or inadvertent occlusion of the internal iliac arteries.
Inadequate overlap of the Zenith Alpha Spiral-Z Endovascular Leg with
the main body graft may result in increased risk of migration of the stent
graft. Incorrect deployment or migration of the endoprosthesis may
require surgical intervention.

« Systemic anticoagulation should be used during the implant 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 Spiral-Z Endovascular Leg 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.

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 may rupture the
aneurysm.

Avoid damaging the graft or disturbing graft positioning after placement
in the event reinstrumentation (secondary intervention) of the graft is
necessary.

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 the vessel outside of the graft, as doing so
may cause damage to the vessel. Use the balloon in accordance with its
labeling.

« Use care in 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.

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.

MRI-Related Heating

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 ADVERSE EVENTS
5.1 Potential Adverse Events
Adverse events 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)

« 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; component separation from another
graft component; suture break; occlusion; infection; stent fracture; graft
material wear; dilatation; erosion; puncture; perigraft flow; and corrosion

- 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

« Vessel damage

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

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

Device-Related Adverse Event Reporting

Any adverse event (clinical incident) involving the Zenith Alpha Spiral-Z
Endovascular Leg 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
(See Section 4, WARNINGS AND PRECAUTIONS)
6.1 Individualization of Treatment

Cook recommends that the Zenith Alpha Spiral-Z Endovascular Leg
diameters be selected as described in Table 9.5.1. 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. The
risks and benefits should be carefully considered for each patient before use
of the Zenith Alpha Spiral-Z Endovascular Leg. Additional considerations for
patient selection include, but are not limited to:

« Patient’s age and life expectancy

« Co-morbidities (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 Spiral-Z Endovascular Leg

- 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 vascular access
techniques and accessories with a delivery profile of 12 Fr to
14 Fr

« lliac artery distal fixation site greater than 10 mm in length and 8-20 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 and compliance to 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 life-long, 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 life-long 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 they experience 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 the appropriate patient guide for the
associated main body or Renu graft that is being used in conjunction with
this iliac leg graft 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 5.1, Potential
Adverse Events). The physician should complete the Patient I.D. 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 Spiral-Z Endovascular Leg is sterilized by ethylene oxide
gas, is pre-loaded into an introduction system, and is supplied in peel-
open packages.

« The devices are intended for single use only. Do not re-sterilize the
devices.

« 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 Zenith Alpha Spiral-Z Endovascular Leg is loaded into a 12 Fr (4.7 mm
OD) or 14 Fr (5.3 mm OD) Flexor introducer sheath. 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 “USE BY” (expiration) date printed on the label.

- Store in a cool, dry place.

9 CLINICAL USE INFORMATION
9.1 Physician Training

CAUTION: Always have a vascular surgery team available during
impl. ion or re-i procedures in the event that conversion
to open surgical repair is necessary.

CAUTION: The Zenith Alpha Spiral-Z Endovascular Leg 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 Spiral-Z
Endovascular Leg are outlined below.

Patient selection:

« Knowledge of the natural history of abdominal aortic aneurysms (AAA)

and co-morbidities associated with AAA repair.
« Knowledge of radiographic image interpretation, device selection,
planning and sizing.

A multi-disciplinary team that has combined procedural experience
with:

« Femoral cutdown, arteriotomy and repair

« Percutaneous access and closure techniques

« Non-selective 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
« 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
- Endovascular Dilators;
- Cook Endovascular Dilator Sets

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 Zenith Alpha Spiral-Z Endovascular Leg Graft Sizing Guide*

Intended lliac Vessel

Introducer Sheath

N lliac Leg Diameter * lliac Leg Label Length *
1,2

Diameter (mm) (mm) French ID, OD
(mm) Size (mm)

8 9 42,59,77,93,110,125 12 40,47

9 1 42,59,77,93,110,125 12 40,47
10-12 13 42,59,77,93,110,125 12 40,47
13-15 16 42,59,77,93 12 40,47
16-18 20 42,59,77,93 14 47,53
19-20 24 42,59,77,93 14 47,53

"Maximum diameter along the distal fixation site.
2Round measured aortic diameter to nearest mm.
3Additional considerations may affect choice of diameter.
“Approximate overall leg length = label length + 28 mm.
*All dimensions are nominal.

10 DIRECTIONS FOR USE
Anatomical Requirements

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

« 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).

« For additional anatomical requirements, please refer to the appropriate
main body or Renu IFU from the Zenith AAA family of products. A copy is
available online at www.cookmedical.com.

Prior to use of the Zenith Alpha Spiral-Z Endovascular Leg, 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 Spiral-Z Endovascular Leg. The Zenith
Alpha Spiral-Z Endovascular Leg is compatible with .035 inch diameter
wire guides.

« 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-Implant Determinants
Verify from pre-implant planning that the correct device has been selected.

Determinants include:

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

Angulation of aortic neck, aneurysm and iliac arteries.

Diameters of infrarenal aortic neck and distal iliac arteries.

Length from the aortic bifurcation of a previously placed main body or
Renu from the Zenith AAA Endovascular Graft family of products 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.

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

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

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

3. Expose the selected common femoral artery using standard surgical
technique.

4. Establish adequate proximal and distal vascular control of the selected
femoral vessel.

10.1 Zenith Alpha Spiral-Z Endovascular Leg System (Fig 2)

NOTE: For directions on how to place a main body or other Zenith devices
refer to the appropriate Instructions for Use included with that Zenith device.

10.1.1 Contralateral lliac Leg Preparation/Flush

1. Remove the Peel-Away sheath from the back of the hemostatic valve.
(Fig. 3) Elevate the distal tip of 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. 4) 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.
Attach a syringe with heparinized saline to the black hub of the inner
cannula. Flush until fluid exits the distal dilator tip. (Fig. 5)

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

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.
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10.1.2 Ipsilateral lliac Leg Preparation/Flush

Follow the instructions in the previous section, Contralateral lliac Leg
Preparation/Flush, to ensure proper flushing of the ipsilateral iliac leg graft
and activation of the hydrophilic coating.

10.1.3 Vascular Access and Angiography

1. Puncture the selected common femoral arteries using standard
technique with an 18 or 19 UT 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 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 Contralateral lliac Leg Placement and Deployment
CAUTION: Verify that the contralateral iliac leg is selected.

NOTE: When using a 42 or 59 mm ipsilateral leg graft, contralateral leg
overlap should be limited to 16 mm.

1. 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. 6) 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: If used in conjunction with a Zenith Flex main body, Zenith Renu,
Zenith Fenestrated distal body, or Zenith Universal Distal body, advance
the introduction system slowly until the proximal gold marker of the leg
graft aligns with the proximal edge of the first limb stent. This provides
the minimum one stent overlap. Advancing the proximal gold marker an
additional one-half stent length into the limb, provides the maximum
one and one-half stent overlap.
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NOTE: On each iliac leg there are three gold markers, as explained below:

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)
Proximal Marker 2 16 mm from When this marker is
proximal edge aligned with the main

body bifurcation marker,
there is an overlap of
32 mm on the
contralateral side
(maximum recommended
overlap)

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.

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.

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

(Figs. 8 and 9)

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. 10)

10. Re-check the position of the wire guide.
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10.1.5 Ipsilateral lliac Leg Placement and Deployment
NOTE: Ensure the Captor Hemostatic Valve on the introducer sheath is
turned to the open position. (Fig. 11)
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.
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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 zone between the two proximal
gold markers aligns with the gold radiopaque marker at the bifurcation
of the main body graft. Closely align the proximal edge of the ipsilateral
leg graft with the proximal edge of the previously placed contralateral
leg graft. (Fig. 12 and 13)

NOTE: If this device is used in conjunction with a Zenith Flex main
body or Zenith Universal Distal body, advance the ipsilateral

leg graft until it is closely aligned with the previously placed
contralateral leg graft.

NOTE: For use with a Renu converter, ensure that the iliac leg overlaps
a minimum of two full iliac leg stents (i.e., proximal stents of the iliac leg
graft) inside the Renu converter.

Confirm position of the distal end of the iliac leg graft. Using the gold
markers as reference points, reposition the iliac leg graft if necessary to
ensure internal iliac patency.

To deploy, hold the iliac leg graft in position with the gray positioner
while withdrawing the sheath approximately 10 mm. (Figs. 14 and 15)
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.

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. 16)

. Close the Captor Hemostatic Valve by turning it in a clockwise direction
until it stops. (Fig. 7)

. Re-check the position of the wire guides. Leave the sheath and wire
guides in place.
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10.1.6 Molding Balloon Insertion

. Prepare the molding balloon as follows:

« Flush the wire lumen with heparinized saline.

« Remove all air from the balloon.
. In preparation for the insertion of the molding balloon, open the Captor
Hemostatic Valve by turning counter-clockwise.
Advance the molding balloon over the wire guide and through the
Captor Hemostatic Valve of the main body introduction system to the
level of the renal arteries. Maintain proper sheath position.
. 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.
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. 17)
CAUTION: Confirm complete deflation of the balloon prior to
repositioning.
CAUTION: The Captor Hemostatic Valve must be open prior to
repositioning of the molding balloon.
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 balloon.
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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.

CAUTION: The Captor Hemostatic Valve must be open prior to
repositioning of the molding balloon.
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.
CAUTION: Captor Hemostatic Valve must be open prior to
repositioning of the molding balloon.
Withdraw the molding balloon to the contralateral iliac leg/vessel distal
fixation site and expand. (Fig. 17)
CAUTION: Do not inflate the balloon in the vessel outside of the
graft.

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

. Remove or replace all stiff wire guides to allow iliac arteries to resume
their natural position.
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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 internal iliac arteries.
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 the
Suggested Instructions for Use for the appropriate main body or Renu
IFU.

3. Repair vessels and close in standard surgical fashion.
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11 IMAGING GUIDELINES AND POSTOPERATIVE FOLLOW-UP

For information on imaging guidelines and postoperative follow-up, please
refer to the Instructions for Use for the Zenith devices that were used. A copy
is available online at www.cookmedical.com.

11.1 General

« The long-term performance of endovascular grafts with secondary
endovascular intervention using additional components has not yet been
established.
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« 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

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

patient. The minimum requirement for patient follow-up (described

in the Instructions for Use for the Zenith AAA device that was used)

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. If renal complications

or other factors preclude the use of image contrast media, abdominal
radiographs, non-contrast CT and duplex ultrasound may be used.

« 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 (e.g.,

separation between components, stent fracture).

Duplex ultrasound imaging may provide information on aneurysm

diameter change, endoleak, patency, tortuosity and progressive disease.

In this circumstance, a non-contrast CT should be performed to use in

conjunction with the ultrasound.

« The minimum imaging follow-up for patients with Zenith AAA stent grafts
is described in the Instructions for Use for the Zenith AAA main body
or Renu that was used, which can be found at www.cookmedical.com.
Patients requiring enhanced follow-up should have interim evaluations.

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

« Aneurysms with Type | endoleak

« Aneurysms with Type Ill 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
co-morbidities, life expectancy and the patient’s personal choices. Patients
should be counseled that the need for subsequent reinterventions, including
catheter-based and open surgical conversion, are possible following
endograft placement.

11.3 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.

MRI-Related Heating

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 reccommends 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

12 PATIENT TRACKING INFORMATION

In addition to these Instructions for Use, the Zenith Alpha Spiral-Z
Endovascular Leg is packaged with a Device Tracking Form, which the
hospital staff is required to complete and forward to Cook for the purposes
of tracking all patients who receive the Zenith Alpha Spiral-Z Endovascular
Leg (as required by U.S. Federal Regulation).

13 REFERENCES

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.



ENDOVASKULARNI RAMENO ZENITH ALPHA®
SPIRAL-Z®

Doporuceny navod k pouziti

Peclivé si prectéte viechny pokyny. Pokud nebudete postupovat presné podle
pokyn, varovani a upozornéni, miize to mit vazné chirurgické nasledky nebo
miuize dojit k poranéni pacienta.

POZOR: Federalni zakony USA dovoluji prodej tohoto prostiedku pouze

Iékaiim nebo na piedpis lékare (nebo kvalifikovaného zdravotnika
s licenci).

POZOR: Veskery obsah vnéjsiho sacku (véetné zavadéciho systému

a endovaskularniho graftu) se dodava sterilni a je uréen pouze na jedno
pouziti.

Ktadé vyrobk Zenith se vztahuje nékolik relevantnich doporucenych

navodu k pouziti. Tento navod k pouziti obsahuje popis doporuc¢eného

pouziti endovaskularniho ramena Zenith Alpha Spiral-Z. Informace o dalsich
pouzivanych komponentach systému Zenith najdete v navodech k pouziti:

« pfidavnych komponent pro endovaskularni grafty Zenith® AAA s malym
profilem/Zenith Alpha™ bfisni;

« bfisniho endovaskularniho graftu Zenith Alpha®;

- endovaskularniho graftu Zenith Flex® AAA;

- endovaskularniho graftu Zenith® Fenestrated AAA;

« iliakaIni bifurkace endovaskularniho graftu Zenith® Branch;

- endovaskularniho graftu Zenith® Universal Distal Body;

« pomocny graft Zenith® Renu™ AAA; a

« balénkového katetru Coda®.

1 POPIS PROSTREDKU

1.1 Endovaskularni rameno Zenith Alpha Spiral-Z

Endovaskularni rameno Zenith Alpha Spiral-Z je sou¢ast moduldrniho systému
skladajiciho se z nékolika komponent (nej¢astéji z hlavniho téla s bifurkaci a ze
dvou iliakalnich ramen). (Obr. 1) Lze jej pouzivat spole¢né se systémy uvedenymi
samoexpandujicim nitinolovym stenttim Cook-Z° a celistvému nitinolovému
spirdlovému stentu sitim ze splétané polyesterové niti a polypropylénového
vldkna a tvofi cestu slouzici k zamezeni pritoku krve aneuryzmatem. Graft je
plné vyztuzen stentem, aby ziskal stabilitu a expanzni silu nezbytnou k otevieni
lumenu graftu pfi jeho rozvinuti. Navic stenty Cook-Z umisténé na koncich graftu
zabezpecuji nezbytné prichyceni a pfilehnuti graftu ke sténé cévy.

Na kazdém iliakalnim ramenu graftu jsou tfi zlaté znacky, jak je vysvétleno nize:

Umisténi

Proximalni znacka 1 Proximalni okraj

Proximalni znacka 2 16 mm od proximalniho okraje

Distalni znacka Distalni okraj

1.2 Zavadéci systém

Endovaskularni rameno Zenith Alpha Spiral-Z se dodava piedinstalované

v zavadécim systému o velikosti 12 Fr (vné&jsi primér 4,7 mm) nebo 14 Fr (vnéjsi
pramér 5,3 mm). (Obr. 2) Zavadéci systém je konstruovan k snadnému pouziti
s minimalni pipravou. Oba systémy jsou kompatibilni s vodicim dratem o
velikosti 0,035 inch.

Krvéaceni lze omezovat uvoliiovanim a utahovanim hemostatického ventilu
Captor pfi prostiedkd pridavnych zafizeni do sheathu a/nebo vytahovani z

néj. Zavadéci systém navic obsahuje zavadéci sheath Flexor, ktery je odolny
proti zasmyc¢kovani a ma hydrofilni povlak. Obé tyto vlastnosti slouzi k zlepseni
moznosti manévrovani v iliakalnich artériich a v bfisni aorté.

2 URCENE POUZITI

Endovaskulérni rameno Zenith Alpha Spiral-Z je indikovéno k poutziti s bfisnim
endovaskularnim graftem Zenith Alpha, pfidavnymi komponentami Zenith AAA
s malym profilem/Zenith Alpha bisni, endovaskularnim graftem Zenith Flex
AAA, pomocnym graftem Zenith Renu AAA, endovaskularnim graftem Zenith
Fenestrated AAA a iliakalni bifurkaci endovaskularniho graftu Zenith Branch
béhem primarniho nebo sekundarniho vykonu u pacientd, u nichz je k dispozici
adekvatni iliakaIni/femoralni pfistup kompatibilni s pozadovanymi zavadécimi
systémy. Graft se pouziva v kombinaci s témito vyrobky pfi endovaskularni é¢bé
aneuryzmat bfisni aorty a aneuryzmat aorto-iliakélnich.

3 KONTRAINDIKACE

Endovaskularni rameno Zenith Alpha Spiral-Z je kontraindikovano
v nésledujicich pfipadech:

« u pacienttl se znamou piecitlivélosti nebo alergii na polyester, polypropylén,
nitinol, uretan, polytetrafluoroethylen (PTFE), nylon nebo zlato,

« u pacient( s celkovou nebo mistni infekci, ktera mize zvysit riziko infekce
endovaskularniho graftu.

4 VAROVANI A UPOZORNENI
4.1 Obecné

« Peclivé si prectéte vsechny pokyny. Pokud nebudete postupovat presné
podle pokynu, varovani a upozornéni, miize to mit vazné nasledky nebo
mize dojit k poranéni pacienta.

« Béhem implantace nebo reintervence musi byt vzdy v pohotovosti

kvalifikovany operacni tym pro pfipad nutnosti prechodu na otevienou

chirurgickou operaci.

Endovaskularni rameno Zenith Alpha Spiral-Z smi pouzivat vyhradné Iékafi

a operacni tymy vyskolené pro cévni intervencni vykony (katetriza¢ni

a chirurgické) a k pouzivani tohoto prostredku. Konkrétni pozadavky na

zaskoleni uvadi éast 9.1, Skoleni Iékaf.

« Moznost provedeni dal$i endovaskularni intervence nebo prechodu na

standardni otevienou chirurgickou operaci po primarni endovaskularni

reparaci je tieba zvazit u pacientd, u nichz se vyskytne zvétsujici se
aneuryzma, neakceptovatelné zkraceni délky fixace (prekryti cévy

a komponenty) a/nebo endoleak. Zvétseni aneuryzmatu a/nebo pretrvavajici

endoleak nebo migrace mohou byt pfic¢inou prasknuti aneuryzmatu.

U pacient( s nizsim pritokem krve vétvi graftu a/nebo s netésnostmi mize

byt nezbytné provedeni sekundarni intervence nebo chirurgické operace.

« Pouziva-li se na ipsilateralni strané rameno graftu o velikosti 42 nebo 59 mm,
musi se prekryti kontralateralniho ramena s kontralaterdlni vétvi hlavniho
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téla omezit na 16 mm. Nedodrzeni tohoto postupu muze zpUsobit okluzi
ipsilateralni vétve.

4.2 Vybér, lécba a nasledné kontroly pacienta

« Je nutné misto distélni fixace v iliakdIni artérii vétsi nez 10 mm (délka)

a o priméru 8-20 mm (méfeno od vnéjsi stény k vnéjsi sténé). Tyto rozméry
jsou kriticky duleZité pro tspésnost endovaskularni reparace.

« Pozadavky na urceni velikosti a seznam klicovych anatomickych prvkd,

které mohou ovlivnit Uspésné osetieni aneuryzmatu, viz navod k pouziti

odpovidajiciho prostiedku Zenith.

Pro zavedeni prostiedku do cévniho systému je nutné zajistit adekvatni

iliakalni nebo femoralni pfistup. Priimér pristupové cévy (méfeny od

vnitini stény k vnitini sténé) a jeji morfologie (minimalni vinutost, okluzivni

onemocnéni a/nebo kalcifikace) musi vyhovovat kritériim pro pouziti metod

cévniho pfistupu a zavadécich systém o velikosti 12 Fr (vnéjsi primér

4,7 mm) nebo 14 Fr (vnéjsi pramér 5,3 mm). Cévy se zavaznym stupném

kalcifikace, okludované, silné vinuté nebo pokryté tromby mohou znemoznit

umisténi endovaskularniho graftu a/nebo mohou zvysovat riziko embolizace

i trombozy. U nékterych pacientti mlze byt Gspésnost vykonu podminéna

pouzitim cévniho bypassu.

Bylo prokazano, ze stavajici oblasti sten6z nebo zdzeni (s vnitinim prdmérem

max. cca 20 mm v aorté nebo s vnitinim primérem 7 az 8 mm v iliakalnich

artériich) zvysuji riziko tromboembolické prihody (napf. okluze vétve

graftu). Mozné zvyseni rizika u téchto pacientl mlize znemoznit umisténi

endovaskularniho graftu. Je mozné, ze kvUli udrzeni prichodnosti graftu

a snizeni rizika vyskytu tromboembolické pihody bude potteba tyto

oblasti dilatovat pomoci nepoddajného balénku a/nebo stentovat. Kromé

toho je nutné peclivé zkontrolovat finalni angiogram (po vyjmuti tuhého

vodiciho drétu) a uvazit, zda je nutné dalsi osetieni téchto oblasti (napf.

dalsi baléonkovou dilataci nebo stentovanim). Pokud pfed provedenim

angiogramu nevyjmete tuhy vodici drat, miize maskovat zasmyckovani nebo
zGzeni nékteré vétve, ke kterému muze dojit po vyjmuti vodiciho dratu.

Na kontrolnich snimcich je tfeba peclivé vyhodnotit zizeni uvnitf ramena

graftu. U pacient( s vnitinim primérem lumenu ramena graftu mensim nez

cca 5 mm miize existovat zvy3ené riziko tromboembolické piihody (napf.
okluze vétve graftu). Pro udrzeni prichodnosti graftu a snizeni rizika vyskytu
tromboembolické piihody je tieba zvazit opakovani intervence (napf. pouziti
nepoddajného balénku nebo stentovani v téchto oblastech).

U pacienti se $patnym odtokem nebo v hyperkoagula¢nim stavu (napf.

s rakovinou) mize existovat zvy3ené riziko tromboembolické piihody.

Endovaskularni rameno Zenith Alpha Spiral-Z se nedoporucuje pouzivat

u pacientd, ktefi nesnaseji kontrastni latky nezbytné pro kontrolni snimkovaci

metody pfi operaci a po ni. Vsechny pacienty je nutno peclivé sledovat

a pravidelné kontrolovat pfipadné zmény jejich zdravotniho stavu a integritu

endoprotézy.

Endovaskularni rameno Zenith Alpha Spiral-Z se nedoporucuje pouzivat

u pacientd, jejichz hmotnost a/nebo rozméry prekracuji stanovené limity, coz

narusuje nebo zabranuje spinéni pozadavki nezbytnych pro snimkovani.

« Neschopnost udrzet priichodnost nejméné jedné vnitini iliakdIni artérie
nebo uzavér nepostradatelné a. mesenterica inferior mlize zvysit riziko
ischémie panve nebo stfev.

+ Mnohocetné priichodné artérie o velkém priméru v bederni krajiné, muralni

trombus a priichodnd a. mesenterica inferior mohou predisponovat pacienta

k endoleakdm typu II. U pacientti s nekorigovatelnou koagulopatii méze byt

také zvysené riziko endoleaku typu Il nebo krvacivych komplikaci.

Rada graft(i Zenith AAA nebyla formalné testovana u skupin pacient(i

s nasledujicimi stavy:

trauma aorty;

aneuryzma s Unikem, s hrozicim prasknutim nebo prasklé;

mykotické aneuryzma;

pseudoaneuryzma sekundarné po predchozi implantaci graftu;

revize dfive implantovaného endovaskularniho graftu;

nekorigovatelna koagulopatie;

nepostradatelna a. mesenterica;

dédi¢né onemocnéni pojivové tkané (napf. Marfantv nebo Ehlers-

DanlosGv syndrom);

soucasné se vyskytujici aneuryzmata hrudni nebo thorakoabdominalni

aorty;

pacienti s aktivni celkovou infekci;

téhotné nebo kojici zeny;

pacienti s morbidni obezitou;

pacienti mladsi 18 let;

klicové anatomické rysy, které nemaji pozadované rozméry uvedené

v navodu k pouziti pfislusného hlavniho téla nebo graftu Renu.

Uspésny vybér pacienta vyzaduje specifické zobrazovani a pfesna méeni;

viz ¢ast 4.3, Méfici techniky a zobrazovani pied vykonem.

« Lékat musi mit k dispozici viechny délky a priiméry prostiedkd, nezbytnych
k provedeni vykonu, zejména pokud jesté nejsou s jistotou znamy vysledky
planovacich predoperacnich méreni (priméry a délky lécené oblasti). Tento
pristup zarucuje vétsi operacni flexibilitu k dosazeni optimalnich vysledk(
provadénych zakrokd.
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4.3 MéFici y a zo ani pred vyk

« Pokud neni k dispozici nekontrastni CT vy3etfeni, mize dojit k nespravnému
vyhodnoceni kalcifikace v iliakalni nebo aortalni oblasti, ktera maze
znemoznit piistup nebo spolehlivou fixaci a utésnéni prostiedku.
Zobrazovana rekonstrukéni tloustka vrstvy pred vykonem > 3 mm mize

mit za nasledek suboptimalni volbu velikosti prostfedku nebo neschopnost
vyhodnotit fokalni stendzy z CT.

Na zakladé klinickych zkusenosti se k pfesnému vyhodnoceni anatomickych
poméri pacienta pred o3etfenim za pouziti endovaskularniho ramena Zenith
Alpha Spiral-Z dirazné doporucuje pouzit zobrazovaci metodu spiralni CT
angiografie s kontrastni latkou a s 3D rekonstrukci. Pokud kontrastni spiralni
CTA s 3D rekonstrukci neni k dispozici, pacienta je nutno odeslat do zafizeni,
které tyto moznosti ma.

Klinicti Iékafi doporucuji, aby byly angiograficky potvrzeny bifurkace iliakalni
artérie tak, aby byly pred rozvinutim iliakalnich ramen na obou stranach
dobie definovéany distalni spole¢né iliakalni artérie vzhledem k odstuptim
vnitinich iliakalnich artérii.

Praméry

Pomoci CT je tieba zméfit primér od vnéjsi stény k vnéjsi sténé cévy (nikoli
jako pramér lumenu - svétlost); tyto hodnoty jsou pomuickou pfi spravné volbé
velikosti a typu prostiedku. Kontrastni spiralni CT musi zacinat 1 cm nad a.
celiaca a pokracovat pres hlavice femur( pfi axialni tloustce fezu 3 mm nebo
méné.



Délky

Pomoci CT je nutno zméfit délku k presnému vyhodnoceni délky a k vybéru
vhodnych komponent endovaskularniho ramena Zenith Alpha Spiral-Z. Tyto
rekonstrukce je nutno provést v sagitalni, koronalni a 3D projekci.

+ Dlouhodoba funkénost tohoto endovaskularniho graftu nebyla
zatim zjisténa. Vsichni pacienti musi byt pouceni, ze endovaskularni
lécba vyzaduje ¢ delna kontrolni vysetieni ke zjisténi
jejich zdravotniho stavu a funkénosti jejich endovaskularniho graftu.
Pacienti se specifickymi klinickymi nélezy (napf. endoleaky, zvétsujicim se
aneuryzmatem nebo se zménami struktury nebo polohy endovaskularniho
graftu) se musi podrobit dikladnéjsim kontrolnim vysetfenim. Konkrétni
pokyny ke kontrolnim vysetfenim jsou uvedeny v €asti 11, POKYNY PRO
SNiIMKOVANI A POOPERACNI KONTROLU.

Endovaskularni rameno Zenith Alpha Spiral-Z neni doporuceno pouzivat
u pacientt, ktefi nejsou schopni nebo ochotni podstoupit nezbytné
predoperacni a pooperacni zobrazovaci vysetieni a implantacni studie;
viz popis v &asti 11, POKYNY PRO SNIMKOVANI A POOPERACNI
KONTROLU.

Po implantaci endovaskularniho graftu se u pacientl musi pravidelné
kontrolovat prosakovéni kolem graftu, zvétsovani aneuryzmatu a zmény

ni p

struktury nebo polohy endovaskularniho graftu. Je nutné provést snimkovani

nejméné jednou ro¢né, mimo jiné: 1) radiogram bficha ke kontrole integrity
implantétu (zda se neoddélily jeho komponenty a zda nepraskl stent)

a 2) kontrastni a nekontrastni CT k vysetieni zmén aneuryzmatu, prosakovani

kolem graftu, prichodnosti, vinutosti a vyvoje onemocnéni. Pokud neni
mozné pouzit kontrastni latku vzhledem k renalnim komplikacim nebo
jingm faktorim, mohou podobné informace poskytnout radiogramy bficha
a duplexni ultrasonografie.

4.4 Volba prostiedku

« Pfi vybéru spravné velikosti prostiedku se dlirazné doporucuje pfisné

dodrzovat pokyny uvedené v pokynech pro vybér velikosti endovaskularniho

ramena Zenith Alpha Spiral-Z v navodu k jeho pouziti (tabulka 9.5.1).
Pokyny pro vybér velikosti v ndvodu k pouziti obsahuji informace o vybéru
prislusné vétsi velikosti prostfedku. Vybér velikosti mimo tento rozsah muize
zpusobit endoleak, prasknuti, migraci a kolaps nebo kompresi prostiedku.

4.5 Postup implantace
(Viz ¢ast 10, POKYNY K POUZITI)

« K ispésnému umisténi endovaskularniho ramena Zenith Alpha Spiral-Z

a k dosazeni jeho presného pfilehnuti na sténu cévy je nutné vhodné
peroperacni zobrazovani.

Zavédéci systém neohybejte ani nezasmyckujte. Mohlo by dojit k poskozeni
zavadéciho systému a endovaskularniho ramena Zenith Alpha Spiral-Z.

« P¥i rotaci zavadéciho systému otacejte viemi komponentami systému

najednou (od vnéjsiho sheathu po vnitini kanylu), aby nedoslo k jakémukoliv

zkrouceni endovaskularniho graftu.

Pro vylouceni poskozeni sheathu vzdy posouvejte vsechny komponenty
systému vpred soucasné (od vnéjsiho sheathu po vnitini kanylu).

Pokud ucitite odpor pfi posouvéni vodiciho dratu nebo zavadéciho systému,
nikdy nepokracujte v zasouvani jakékoli ¢asti zavadéciho systému. Zastavte

vykon a zjistéte pficinu odporu — mohlo by dojit k poranéni cévy a poskozeni

katetru nebo graftu. Zvlast opatrné postupuijte v oblastech se stenézami

a s intravaskularnimi tromby a v kalcifikovanych a silné vinutych cévéch.

NeumysIné ¢aste¢né rozvinuti endoprotézy nebo jeji migrace mize

vyzadovat chirurgické odstranéni.

Pokud to neni indikovano z lékafskych divodt, neimplantujte

endovaskularni rameno Zenith Alpha Spiral-Z v misté, kde by doslo k okluzi

artérii nezbytnych k prokrveni organt nebo koncetin.

Nepokousejte se graft po ¢aste¢ném nebo Uplném rozvinuti zatahnout zpét

do sheathu.

« Nepfesné umisténi a/nebo netiplné utésnéni endovaskularniho ramena

Zenith Alpha Spiral-Z v cévé miize vést ke zvysenému riziku vzniku

endoleaku, migrace nebo nezadouci okluze vnitini iliakalni artérie.

Neadekvatni piekryti endovaskularniho ramena Zenith Alpha Spiral-Z

s hlavnim télem graftu mize mit za nasledek zvysené riziko migrace

stentgraftu. Nespravné rozvinuti endoprotézy nebo jeji migrace miize

vyzadovat chirurgicky zasah.

« V pribéhu implantace je tieba podavat celkovou antikoagulaéni lé¢bu podle

protokolt nemocnice a podle volby lékare. Je-li kontraindikovan heparin, je

nutno zvazit moznost pouziti jiného antikoagulacniho pfipravku.

K aktivaci hydrofilniho povlaku na vnéjsim povrchu zavadéciho sheathu

Flexor je tfeba povrch offit sterilnimi gazovymi polstarky, navlh¢enymi

fyziologickym roztokem. Sheath vzdy udrzujte v hydratovaném stavu, abyste

dosahli jeho optimalni funkce.

Béhem pfipravy a zavadéni omezte manipulaci se slozenou endoprotézou,

aby se snizilo riziko kontaminace a infekce endoprotézy.

« PFi vkladani zavadéciho systému udrzujte polohu vodiciho dratu.

Pfi zavadéni a rozvinuti se k potvrzeni spravné funkce komponent

zavadéciho systému, spravného umisténi graftu a pozadovaného vysledku

zakroku musi pouzivat skiaskopie.

« Pouziti endovaskularniho ramena Zenith Alpha Spiral-Z vyzaduje nitrozilni

podani intravaskularni kontrastni latky. U pacientt s existujici renalni

nedostate¢nosti mize existovat zvysené riziko poopera¢niho selhani

ledvin. Kv(ili snizeni rizika poskozeni ledvin je tieba peclivé omezit mnozstvi

kontrastni latky pouzité pfi vykonu a dodrzovat preventivni metody lécby.

Jakmile je sheath a/nebo vodici drét stazen zpét, mGze dojit ke zméné

anatomickych pomérd a polohy graftu. Neustale kontrolujte polohu graftu

a podle potieby provedte kontrolni angiografii.

PFi manipulaci s katetry, draty a sheathy uvniti aneuryzmatu postupujte

opatrné. Zna¢na mechanicka manipulace muze uvolnit fragmenty trombu,

které mohou zpUsobit embolizaci v distalnich ¢astech téla, nebo muze

zpUsobit prasknuti aneuryzmatu.

Pokud je po umisténi nezbytné znovuzavedeni nastrojd (sekundarni

intervence), nesmi dojit k poskozeni graftu nebo ke zméné jeho polohy.

« Nadmérné pirekryti 12 mm nad bifurkaci hlavniho téla graftu mize zvysit
riziko trombdzy vétve.

4.6 Pouziti tvarovaciho baléonku

« Nenaplnujte baldonek v cévé, pokud neni uvnitf graftu, nebot takovy postup
muze zplsobit poskozeni cévy. Balonek pouzivejte v souladu s informacemi
uvedenymi v literature.

« Pfi pInéni baldnku v graftu za pfitomnosti kalcifikace postupujte opatrné,
nebot nadmérné naplnéni muze zplsobit poskozeni cévy.

« Pfed repozici zkontrolujte, zda je balének Uplné vyprazdnény.
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« Krvaceni Ize déle eliminovat uvolfiovanim a utahovanim hemostatického
ventilu Captor tak, aby se pfizptisobil zavadéni a naslednému vytahovani
tvarovaciho balénku.

4.7 Informace o vysetieni MRI

POZNAMKA: Pouzivéte-li tento prostiedek spole¢né s dalsim endovaskularnim
graftem fady Zenith, vyhledejte dalsi informace o MRI v pfislusném navodu

k pouziti.

Neklinické testy prokazaly, Ze bfisni endovaskularni graft Zenith Alpha pouzity
s endovaskularnimi rameny Zenith Alpha Spiral-Z je podminéné bezpeény pfi
vysetfeni MRI (MR Conditional) podle definice ASTM F2503. Pacient s timto
prostiedkem muze byt bezpecné snimkovan za déle uvedenych podminek.

Statické magnetické pole
« Statické magnetické pole pouze o sile 3,0 tesla nebo 1,5 tesla.
+ Maximalni prostorovy gradient magnetického pole 1 600 gaussti/cm
(16,0 t/m) nebo méné.
+ Maximalni hodnota mérného absorbovaného vykonu prepoctend na celé
télo (SAR) < 2,0 W/kg (v normélnim provoznim rezimu) oznamena MRI
systémem za 15 minut nepretrzitého snimkovani.

Zahiev zpusobeny snimkovanim MRI

Za vyse uvedenych podminek se oc¢ekava, Ze biisni endovaskularni graft Zenith
Alpha pouzity s endovaskularnimi rameny Zenith Alpha Spiral-Z zpGsobi
maximalni zvyseni teploty 0 1,3 °C po 15 minutéch nepfetrzitého snimkovani.

Artefakt obrazu

Artefakt obrazu zasahuje pfiblizné 9,5 mm od bfisniho endovaskularniho graftu
Zenith Alpha pouzitého s endovaskuldrnimi rameny Zenith Alpha Spiral-Z,

coz bylo prokézano pfi neklinickém testovéni pfi snimkovéni pulzni sekvenci
gradientniho echa na systému MRI 3,0 tesla. Artefakt obrazu zakryva lumen
prostiedku.

Pouze pro pacienty v USA

Spolecnost Cook doporucuje, aby pacienti zaregistrovali podminky pro MRI
snimkovani popsané v tomto navodu k pouziti u nadace MedicAlert Foundation.
Nadaci MedicAlert Foundation Ize kontaktovat nasledujicimi zptisoby:

Postou:  MedicAlert Foundation International
2323 Colorado Avenue
Turlock, CA 95382, USA

Telefon:  V USA: +1-888-633-4298, bez poplatku
Mimo tzemi USA: +1-209-668-3333

Fax:  +1-209-669-2450
Web:  www.medicalert.org
5 NEZADOUCI PRIHODY

5.1 Potencialni nezadouci pfihody

Mezi nepfiznivé udalosti, ke kterym muze dojit a/nebo které mohou vyzadovat
intervenci, patfi:

« Amputace

« Arteriovendzni pistél

« Edém

« Embolizace (mikro a makro) s transientni nebo trvalou ischémii nebo
infarktem

« Endoleak

« Endoprotéza: nespravné umisténi komponent, netiplné rozvinuti
komponent, migrace komponent, separace komponent od jinych
komponent graftu, prasknuti steht, okluze, infekce, prasknuti stentu,
opotiebeni materialu graftu, dilatace, eroze, propichnuti, prosakovani kolem
graftu a koroze

+ Horecka a lokalizovany zanét

« Impotence

+ Infekce v misté aneuryzmatu, implantatu nebo mista vstupu, véetné abscesu,
transientni horecky a bolesti

« Klaudikace (napf. v hyzdi nebo v lytku)

« Komplikace mocového a pohlavniho systému s naslednymi doprovodnymi
potizemi (napf. ischémie, eroze, pistél, inkontinence, hematurie, infekce)

+ Komplikace souvisejici s anestézii a nasledné doprovodné potize (napfiklad
aspirace)

+ Komplikace v lymfatickém systému a nasledné doprovodné potize (naptiklad
mizni pistél)

+ Komplikace v misté cévniho vstupu véetné infekce, bolesti, hematomu,
pseudoaneuryzmatu a arteriovendzni pistéle

+ Komplikace v oblasti ledvin s naslednymi doprovodnymi potizemi (napf.
okluze artérie, toxicita kontrastni latky, renalni nedostate¢nost nebo selhani)

« Komplikace v oblasti plic a dychacich cest s naslednymi doprovodnymi
potizemi (napf. pneumonie, selhani respiracniho systému, prolongovana
intubace)

+ Komplikace v rané a nasledné doprovodné potize (napfiklad dehiscence,
infekce)

« Krvéceni, hematom nebo koagulopatie

+ Neurologické lokalni nebo celkové komplikace s naslednymi doprovodnymi
potizemi (napf. mrtvice, transientni ischemicka ataka, paraplegie, paraparéza,
paralyza)

+ Okluze graftu nebo nativni cévy

« Poranéni aorty vcetné perforace, disekce, krvaceni, prasknuti a amrti

« Poranéni cévy

« Poranéni z ozafeni a/nebo pozdni maligni onemocnéni

« Prasknuti aneuryzmatu a dmrti

« Pfechod na otevienou chirurgickou operaci

« Selhani jater

+ Spasmus nebo trauma cévy (napf. disekce iliofemoralni cévy, krvacenti,
prasknuti, umrti)

« Srde¢ni komplikace s naslednymi doprovodnymi potizemi (napt. arytmie,
infarkt myokardu, méstnavé srdecni selhani, hypotenze, hypertenze)

« Stendza vétve

- Strevni komplikace (napfiklad ileus, transientni ischémie, infarkt, nekréza)

« Tromboza artérie nebo Zily a/nebo pseudoaneuryzma

« Vytvéreni aortalnich pistéli k pilehlym orgdntim/anatomickym strukturdm.

« Umrti

« Zvétieni aneuryzmatu
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Hlaseni ich pfihod isejicich s pr
Vsechny nezadouci piihody (klinické udalosti) souvisejici s endovaskularnim
ramenem Zenith Alpha Spiral-Z se musi neodkladné hlasit spole¢nosti Cook.
Incidenty na Gizemi Spojenych statli oznamuijte oddéleni pro styk se zakazniky
na ¢islech +1-800-457-4500 (24 hodin) nebo +1-812-339-2235. Pro zakazniky
mimo USA: Obratte se prosim na svého distributora.

6 VYBER A LECBA PACIENTA
(Viz €ast 4, VAROVANI A UPOZORNENI)
6.1 Individualizace lé¢by

Spolec¢nost Cook doporucuje vybirat primér endovaskularniho ramena

Zenith Alpha Spiral-Z podle pokynt uvedenych v tabulce 9.5.1. LékaF musi

mit k dispozici viechny délky a priméry prostiedkd, nezbytnych k provedeni
vykonu, zejména pokud jesté nejsou s jistotou znamy vysledky planovacich
predoperacnich méfeni (primeéry a délky lécené oblasti). Tento pfistup zarucuje
Vvétsi operacni flexibilitu k dosazeni optimalnich vysledkd provadénych zakrokd.
U kazdého pacienta je nutno pred pouzitim endovaskularniho ramena Zenith
Alpha Spiral-Z peclivé posoudit rizika a pfinosy. K dalsim aspektim pro
posouzeni vhodnosti pacienta mimo jiné patfi:

« Pacientlv vék a ocekévana doba Zivota.

« Doprovodna onemocnéni (napt. srde¢ni, plicni nebo renélni nedostate¢nost
pred operaci, morbidni obezita).

« Vhodnost pacienta pro otevienou chirurgickou operaci.

« Vhodnost anatomickych pomérd pacienta pro endovaskularni reparaci.

« Riziko prasknuti aneuryzmatu v porovnani s riziky vyplyvajicimi z 1écby za
pouziti endovaskularniho ramena Zenith Alpha Spiral-Z.

« Schopnost pacienta tolerovat celkovou, svodovou nebo lokalni anestézii.

« Velikost a morfologie iliofemoralini pristupové cévy (minimalni trombus,
kalcifikace a/nebo vinutost) maji vyhovovat kritériim pro pouziti metod
cévniho pfistupu a pfislusenstvi se zavadécim profilem o velikosti 12 Fr az
14 Fr.

« Misto distalIni fixace v iliakalni artérii vétsi nez 10 mm (délka) a o praméru
8-20 mm (méfeno od vnéjsi stény k vnéjsi sténg).

« Nepiitomnost zavaznych forem okluzivnich onemocnéni femoralnich/
iliakalnich artérii, které by omezily priitok endovaskularnim graftem.

Konecné rozhodnuti o lécbé zalezi na Iékafi a pacientovi.
7 PORADENSTVi PRO PACIENTY

Pi diskusi o tomto endovaskularnim prostfedku a pfislusném zékroku musi lékar
a pacient (a/nebo rodinni pfislusnici) zvazit rizika a pfinosy, zejména:

« Rizika endovaskularni reparace a oteviené chirurgické operace a rozdily
mezi nimi.

« Potencidlni vyhody tradi¢ni oteviené chirurgické operace.

« Potenciélni vyhody endovaskularni reparace.

« Moznost, Ze po primarni endovaskularni reparaci mize byt nutné provést
dalsi intervenci nebo otevienou chirurgickou operaci aneuryzmatu.

Vedle posouzeni rizik a pfinost endovaskuldrni reparace musi lékaf zhodnotit
pacienttiv postoj k naslednym kontrolam a k dodrzovéni pooperaéni péce
potiebné k zajisténi trvalych bezpeénych a efektivnich vysledku. Nize jsou
uvedena dal$i témata, ktera je vhodné prodiskutovat s pacientem a kterd se
tykaji jeho ocekavani, co se tyce vysledki endovaskularni reparace:

« Dlouhodoba funkénost tohoto endovaskularniho graftu nebyla
zatim zjisténa. Vsichni pacienti musi byt pouceni, ze endovaskularni
lécba vyzaduje celozivotni p! kontrolni vysetieni ke zjisténi
jejich zdravotniho stavu a funkénosti jejich endovaskularniho graftu.
Pacienti se specifickymi klinickymi nalezy (napf. endoleaky, zvétsujicimi se
aneuryzmaty nebo se zménami struktury nebo polohy endovaskularniho
graftu) se musi podrobit dikladnéjsim kontrolnim vy3setfenim. Konkrétni
pokyny ke kontrolnim vysetfenim jsou uvedeny v éasti 11, POKYNY PRO
SNIMKOVANI A POOPERACNI KONTROLU.

« Pacienti musi byt pouceni o diilezitosti dodrzovani planu kontrolnich

prohlidek, a to jak v prvnim roce, tak pozdéji jednou rocné. Pacienti musi byt

informovani, Ze pravidelné a konzistentni kontroly jsou kriticky dulezitou
soucasti zajisténi trvale bezpecné a uc¢inné endovaskularni 1écby AAA. Jako
minimum se vyzaduje podstoupeni zobrazovaciho vysetieni jednou ro¢né

a dochézeni na pravidelné poopera¢ni kontroly jako celoZivotni zdvazek

k zajisténi pacientova dobrého zdravotniho stavu.

Pacient musi byt poucen, Ze ispésna oprava aneuryzmatu nezastavuje

postup choroby. Stéle trva nebezpedi pridruzené degenerace cév.

« LékaF musi kazdému pacientovi sdélit, Ze je dllezité vyhledat rychlou
lékatskou pomoc, pokud pociti pfiznaky okluze vétve a zvétseni nebo
prasknuti aneuryzmatu. Mezi piznaky okluze vétve graftu patii bolest jedné
nebo obou ky¢li nebo nohou pii chiizi nebo v klidu a zblednuti nebo chlad
nohy. Prasknuti aneuryzmatu mtize byt asymptomatické, obvykle se viak
prezentuje nasledujicimi pfiznaky: bolest, znecitlivéni, slabost nohou, bolest
zad, hrudniku, bficha nebo tfisel, zdvraté, mdloby, rychly srde¢ni tep nebo
nahla slabost.

Vzhledem k tomu, Ze pro Uspésnou implantaci a kontrolu endovaskuldrnich
prostiedktl je nutno pouzit zobrazovaci metody, je nutno s pacientkami
Zenského pohlavi, které jsou téhotné nebo u nichz existuje podezfeni, ze
jsou téhotné, prodiskutovat rizika spojend s expozici vyvijejicich se tkani
rentgenovému zareni.

« U muzd, ktefi podstoupi endovaskuldrni nebo otevienou chirurgickou

operaci, mtze dojit k impotenci.

Lékat ma poucit pacienta, aby si precetl odpovidajici pfirucku pacienta
pro dané hlavni télo nebo graft Renu, které se pouzivaji spole¢né s timto
iliakdInim ramenem graftu, a informoval se o rizicich objevujicich se béhem
implantace prostfedku nebo po ni. Mezi rizika souvisejici s vykonem patii
kardiologické, pulmonalni, neurologické, strevni a krvacivé komplikace. Mezi
rizika souvisejici s prostfedkem patii okluze, endoleak, zvétseni aneuryzmatu,
prasknuti prostiedku, riziko opakované intervence nebo konverze na otevienou
chirurgickou operaci, ruptura a smrt (viz ¢ast 5.1, Potencialni nezadouci
piihody). Lékai musi vyplnit identifikacni kartu pacienta a pfedat ji pacientovi,
aby ji pacient mohl neustale nosit u sebe. Pacient musi kartu predlozit pi kazdé
navstéve jiného lékare, zejména pfi jakychkoli dalsich diagnostickych vykonech
(napt. MRI).
8 STAV PRI DODANI

« STERILNI - OPETOVNE NESTERILIZUJTE - POUZE PRO JEDNO POUZITi

« Endovaskularni rameno Zenith Alpha Spiral-Z je sterilizovano plynnym

ethylenoxidem, predinstalovano na zavadécim systému a dodavano
v odtrhovacich obalech.
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« Tyto prostiedky jsou urceny pouze pro jednorazové pouziti. Prostiedek
opétovné nesterilizujte.

« Vyrobek je sterilni, pokud neni obal otevien nebo poskozen. Prohlédnéte

zafizeni i jeho obal a zkontrolujte, zda pi transportu nedoslo k jejich

poskozeni. Nepouzivejte tento prostiedek pokud je poskozeny, nebo pokud

je poskozena nebo znicena sterilni bariéra. Doslo-li k poskozenti, vyrobek

nepouzivejte a vratte jej spole¢nosti Cook.

Pred pouzitim zkontrolujte, zda byl dodan spravny prostiedek (mnozstvi

a velikost) pro daného pacienta, a to srovnanim dodaného prostiedku

s predpisem lékafe pro konkrétniho pacienta.

Endovaskularni rameno Zenith Alpha Spiral-Z se dodava predinstalované

v zavadécim sheathu Flexor o velikosti 12 Fr (vnéjsi prmér 4,7 mm) nebo

14 Fr (vngjsi prdmér 5,3 mm). Povrch sheathu je osetfen hydrofilnim

povlakem, ktery po hydratovani zvysuje jeho schopnost manévrovani. Pro

aktivaci hydrofilniho povlaku otfete povrch prostfedku sterilnim gazovym

polstarkem namocenym ve sterilnim fyziologickém roztoku.

Nepouzivejte po uplynuti data ,USE BY” (data exspirace), vytisténého na

Stitku.

« Skladujte v suchu a chladu.

9 INFORMACE O KLINICKEM POUZITI
9.1 Skoleni lékaii

POZOR: Béhem implantace nebo reintervence musi byt vzdy v pohotovosti
cévni operacni tym pro pfipad nutnosti piechodu na otevienou
chirurgickou operaci.

POZOR: Endovaskularni rameno Zenith Alpha Spiral-Z smi pouzivat
vyhradné lékafi a operacni tymy s odpovidajici kvalifikaci pro cévni
intervencni vykony a pro pouziti tohoto prostiedku. Doporucené
zadavky na doved fvéd i lekaia p
Zenith Alpha Spiral-Z jsou uvedeny nize.

jicich ni

rameno
Vybér pacienti:
« Znalosti vzniku a vyvoje aneuryzmatu abdominalni aorty (AAA)
a doprovodnych onemocnéni souvisejicich s reparaci AAA.

« Znalost interpretace radiologickych obrazti a vybéru, planovani a volby
velikosti prostiedku.

Souhrn operatérskych zkusenosti multidisciplinarniho tymu:

+ Femoralni pfistup, arteriotomie a reparace

« Techniky perkutanniho pfistupu a uzavieni

« Ovladani neselektivnich a selektivnich vodicich dratu a katetr(

« Interpretace skiaskopickych a angiografickych snimkd

« Embolizace

« Angioplastika

+ Umisténi endovaskularniho stentu

+ Metody odstranovani ciziho télesa z cév

« Spravné pouziti radiografické kontrastni latky

+ Metody omezeni expozice zéfeni

+ Zkusenost s variantami potfebné nasledné péce o pacienta
9.2 Kontrola pied pouzitim
Prohlédnéte prostiedek i jeho obal a zkontrolujte, zda pfi transportu nedoslo
k jejich poskozeni. Nepouzivejte tento prostiedek, pokud je poskozeny nebo
pokud je poskozena nebo znic¢ena sterilni bariéra. Doslo-li k poskozeni, vyrobek
nepouzivejte a vratte jej spole¢nosti Cook. Pfed pouzitim zkontrolujte, zda
byl dodén spravny prostiedek (mnozstvi a velikost) pro daného pacienta, a to
srovnanim dodaného prostiedku s predpisem lékare pro konkrétniho pacienta.

9.3 Pozadovany material
« Skiaskop s funkcemi pro digitalni angiografii (rameno C nebo pevna
jednotka)
« Kontrastni latka
- Strikacka
+ Heparinizovany fyziologicky roztok
« Sterilni gazové polstarky
9.4 Doporuéeny material
Kimplantaci jakékoli komponenty fady vyrobku Zenith se doporucuji nasledujici
vyrobky. Informace o pouziti téchto vyrobkd najdete v doporuc¢eném navodu
k pouziti pfislusného vyrobku.
« Extra tuhy vodici drat 0,035 inch (0,89 mm) o délce 260 cm;
« Extra tuhé vodici draty Cook Lunderquist (LES)
- Standardni vodici drat 0,035 inch (0,89 mm);
« Vodici draty Cook 0,035 inch
« Vodici draty Cook Nimble™
« Tvarovaci balonky;
« Baldnkovy katetr Cook Coda
+ Zavadéci sady;
« Zavadéci sady Cook Check-Flo
« Extra velké zavadéci sady Cook Check-Flo
« Kontralaterdlni zavadéce Cook Flexor Balkin Up & Over
- Méfici katetr;
« Centimetrové méfici katetry Cook Aurous
« Angiografické katetry s rentgenokontrastnim hrotem;
- Angiografické katetry Cook s hrotem Beacon
« Katetry Cook Royal Flush s hrotem Beacon
« Pristupové jehly;
« Jehly Cook pro punkci jedné stény cévy
« Endovaskularni dilatatory;
« Endovaskularni dilata¢ni soupravy Cook

9.5 Pokyny k uréeni praméru prostiedku

Vybér praméru se urci podle priméru od vnéjsi stény k vnéjsi sténé cévy, nikoli
podle priméru (svétlosti) lumenu. Volba pfilis velké nebo naopak piilis malé
velikosti mlize vést k netésnostem nebo k omezeni pratoku.



Tabulka 9.5.1 Pokyny pro vybér velikosti

Zenith Alpha Spiral-Z*

Prameér iliakalni cévy Pramér Délka iliakalniho ramena Zavadéci sheath
V misté implantace’? iliakalniho ramena?® podle stitku® Velikost Vniténi priimér, vnéjsi primér
(mm) (mm) (mm) Fr (mm)
8 9 42,59,77,93,110, 125 12 4,0,4,7
9 11 42,59,77,93,110,125 12 40,47
10-12 13 42,59,77,93,110, 125 12 4,0, 4,7
13-15 16 42,59,77,93 12 4,0,4,7
16-18 20 42,59,77,93 14 47,53
19-20 24 42,59,77,93 14 47,53

"Maximalni pramér podél mista distalni fixace.

2Zméfeny pramér aorty zaokrouhlete na nejblizsi mm.

3Volbu priméru mohou ovlivitovat také dalsi aspekty.

“Pfiblizna celkové délka ramena = délka uvedena na stitku + 28 mm.
*VSechny rozméry jsou jmenovité.

10 POKYNY K POUZITI

Anatomické pozadavky

« Velikost a morfologie iliofemoralIni piistupové cévy (minimalni trombus,
kalcifikace a/nebo vinutost) musi vyhovovat metodam cévniho pristupu
a pfislusenstvi. Je mozné, Ze bude nutno pouzit techniky arterialniho
bypassu.

« Misto distalni fixace v iliakalni artérii musi byt delsi nez 10 mm s primérem
8az 20 mm (méfeno od vnéjsi stény k vnéjsi sténé)

- Dal3i anatomické pozadavky naleznete v odpovidajicich ndvodech k pouziti
hlavniho téla nebo graftu Renu z fady vyrobkd Zenith AAA. Kopie je
k dispozici online na adrese www.cookmedical.com.

Pred pouzitim endovaskularniho ramena Zenith Alpha Spiral-Z si pfectéte tento
doporuéeny navod k pouziti. Nasledujici instrukce obsahuji navod k umisténi
prostiedku. Je mozné, Ze v praxi bude nutno popsany postup upravit. Tyto
instrukce maji lékafi slouzit jako voditko a nemaji nahrazovat jeho tsudek.

Obecné informace o pouziti

« Pri pouziti endovaskularniho ramena Zenith Alpha Spiral-Z je nutno pouzivat
standardni metody zavadéni sheathu pro arterialni pfistup, vodicich katetrd,
angiografickych katetr(i a vodicich dratd. Endovaskularni rameno Zenith
Alpha Spiral-Z je kompatibilni s vodicimi draty o priméru 0,035 inch.
Zavedeni endovaskularniho stentgraftu je chirurgicky zakrok, pfi kterém
muze z riznych diivod dojit ke ztraté krve, coz v nepiilis ¢astych pfipadech
vyzaduje intervenci (v¢etné transfuze) k zamezeni nezadoucich nasledka.
Béhem celého zékroku Je dulezité monitorovat rozsah krevnich ztrat pres
hemostaticky ventil. Toto je obzvlasté relevantni pfi manipulaci se Sedym
polohovacem a po ni. Pokud po vyjmuti $edého polohovace dochazi

k nadmérné ztraté krve, zvazte moznost zavedeni nenaplnéného tvarovaciho
balénku nebo dilatatoru zavadéciho systému do ventilu, coz omezi pratok.

Rozh.
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Podle predoperacniho planu zkontrolujte, zda byl vybran spravny prostredek.

Mezi rozhodujici Cinitele patfi:

. Vybér femoralni artérie k zavedeni zavadéciho systému (tj. urceni
piislusnych kontralateralnich a ipsilateralnich ilikalnich artérii).
Angulace kr¢ku aorty, aneuryzmatu a iliakalnich artérii.

. Priméry infrarenalniho kr¢ku aorty a distalnich iliakélnich artérii.
Vzdélenost od aortélni bifurkace dfive umisténého hlavniho téla nebo
graftu Renu z produktové fady endovaskulérnich grafti Zenith AAA

k vnitfnim iliakaInim artériim nebo k mistu/mistdm jejich odstupu.

. Aneuryzmata zasahujici do iliakalnich artérii mohou vyzadovat zvlastni
pozornost pfi vybéru vhodného mista styku graftu a artérie.

Posudte stupen kalcifikace cévy, stendzy a zdzeni.
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Pfiprava pacienta

1. Pfi anestézii, antikoagulaci a monitorovani Zivotnich funkci postupujte
podle protokoll zdravotnického zafizeni.

2. Polozte pacienta na snimkovaci stil umoznujici skiaskopickou vizualizaci
od aortélniho oblouku po femoralni bifurkace.

3. Standardni chirurgickou technikou obnazte zvolenou spole¢nou femoralni
artérii.

4. Zavedte adekvatni proximalni a distalni cévni kontrolu zvolené femoralni
cévy.

10.1 < d Luls

Y

Zenith Alpha Spiral-Z (Obr. 2)

POZNAMKA: Pokyny tykajici se umisténi hlavniho téla nebo dalsich prostiedka
Zenith naleznete v pfislusném navodu k pouziti dodaném s pfislusnym
prostiedkem Zenith.

10.1.1 Priprava a propldchnuti kontralaterdliniho iliakdIniho ramena

1. Ze zadni strany hemostatického ventilu odstrarite sheath Peel-Away.

(Obr. 3) Zvednéte distaIni hrot systému a proplachujte systém pies

uzaviraci kohout na hemostatickém ventilu, az za¢ne kapalina vytékat

z proplachovaciho zatezu v blizkosti hrotu zavadéciho sheathu. (Obr. 4)

Pokracuijte v nastiku celé davky 20 mL proplachovaciho roztoku do

prostiedku. Nastfik ukoncete a zaviete uzaviraci kohout na pfipojné

hadicce.

POZNAMKA: Casto pouzivanym roztokem k proplachovani graftu je

heparinizovany fyziologicky roztok.

K ¢ernému Usti vnitini kanyly pfipojte stfikacku s heparinizovanym

fyziologickym roztokem. Proplachujte tak dlouho, az za¢ne roztok vytékat z

distalniho hrotu dilatatoru. (Obr. 5)

POZNAMKA: Pii proplachovani systému zvednéte distalni konec systému,

aby se usnadnilo odstranéni vzduchu.

. Sterilni gazové polstarky navlhcete fyziologickym roztokem a otfete jimi
zavadéci sheath Flexor, aby se aktivoval hydrofilni povlak. Hojné hydratujte
sheath i dilatator.
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10.1.2 Pfiprava a propldchnuti ipsilaterdlniho iliakdlniho ramena

Postupuijte podle pokynti v predchazejici ¢asti (Pfiprava a proplachnuti
kontralaterélniho iliakdIniho ramena) a zajistéte dkladné proplachnuti
ipsilateralniho iliakélniho ramena graftu a aktivaci hydrofilniho povlaku.
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10.1.3 Cévni pFistup a angiografie
1. Standardni metodou napichnéte vybranou spole¢nou femoralni artérii
za pouziti ultratenké arterialni jehly 18UT nebo 19UT gauge. Po vytvoreni
pfistupu do cévy zavedte:
« vodici draty — standardni, priimér 0,035 inch, délka 145 cm
« sheathy vhodné velikosti (napt. 6 nebo 8 Fr)
« proplachovaci katetr (obvykle rentgenokontrastni méfici katetr, napt.
centimetrovy méfici katetr nebo pfimy proplachovaci katetr)
2. Provedte angiografii k identifikaci urovné bifurkace aorty a iliakalnich
bifurkaci.
POZNAMKA: Pouziva-li se u kréku s angulaci zesikmeni skiaskopu, méze
byt nutné provést angiogramy v riznych projekcich.
10.1.4 Umisténi a rozvinuti kontralaterdlniho iliakdlniho ramena

POZOR: Zkontrolujte, zda je vyk

kontral iliakalni r
POZNAMKA: Pouziva-li se ipsilateralni rameno graftu o velikosti 42 nebo
59 mm, musi se prekryti kontralaterdlniho ramena omezit na 16 mm.

1. Umistéte zesilovac obrazu tak, aby ukazoval kontralateralni vnitini iliakalni
artérii a kontralaterdlni spolecnou iliakalni artérii.

2. Pred zavedenim zavadéciho systému kontralaterélniho iliakdlniho ramena
injikujte kontrastni latku pfes kontralateralni femoralni sheath a lokalizujte
kontralateralni vnitini iliakaIni artérii.

3. Vyjméte femoralni sheath a zavedte zavadéci systém kontralateralniho
iliakdlniho ramena do artérie. Postupujte pomalu vpred, az se oblast
mezi dvéma proximalnimi zlatymi znackami zarovna se zlatou
rentgenokontrastni znackou na bifurkaci hlavniho téla graftu. Tim se
umozni prekryti komponent v rozsahu 16 mm az 32 mm. (Obr. 6) Pokud
ma hlavni télo graftu kdykoli béhem tohoto manévru tendenci k pohybu,
pridrzte je na misté stabilizaci polohovace na ipsilateralni strané.

POZNAMKA: P¥i pouziti spole¢né s hlavnim télem Zenith Flex, Zenith
Renu, distalnim télem Zenith Fenestrated nebo Zenith Universal Distal
Body p j adéci systém p vpied, az se p alni zlata
znacka na ramenu graftu zarovna s proximalnim okrajem prvni vétve
stentu.Tim dosah piekryti minimalné jednoho stentu. P i
proximalni zlaté znacky o dalsi polovinu délky stentu do vétve

dosal imalni prekryti jed a pul stentu.

POZNAMKA: Na kazdém iliakalnim ramenu jsou tfi zlaté znacky, jak je
vysvétleno nize:

Umisténi Piekryti graftu

Proximalni znacka 1 Proximalni okraj Kdyz se znacka vyrovna
se znackou bifurkace
hlavniho téla, na
kontralateralni strané
vznikne piekryti 16 mm
(minimalni doporucené

prekryti)

16 mm od
proximalniho okraje

Proximalni znacka 2 Kdyz se tato znacka
vyrovna se znackou
bifurkace hlavniho téla,
na kontralaterdlni strané
vznikne piekryti 32 mm
(maximalni doporucené

prekryti)

Distalni znacka Distalni okraj -

POZNAMKA: Pokud narazite na obtize pfi posouvéni zavadéciho systému
iliakalniho ramena, pouzijte tuzsi vodici drat. V nadmérné vinutych cévach
se mohou anatomické pomeéry po zavedeni tuhych dratd a systému
sheathl podstatné zménit.

Potvrdte polohu distalniho konce kontralateralniho iliakalniho ramena

graftu. Podle potfeby upravte polohu kontralaterdlniho iliakalniho

ramena graftu tak, aby byla zajisténa priichodnost vnitini iliakalni cévy

a zaroven minimalni prekryti o 2 stenty (16 mm) uvniti hlavniho téla

endovaskularniho graftu.

. Pii rozvinovani drzte kontralateraini iliakalni rameno graftu na misté
Sedym polohovacem a soucasné stahnéte sheath zpét o pfiblizné 10 mm.
(Obr.8a9)
Zkontrolujte polohu graftu a podle potieby polohu upravte.
Pokracujte v rozvinovani graftu vytahovanim sheathu pfi soucasné
kontrole polohy graftu.
Zastavte vytahovani sheathu, jakmile je uvolnén distalni konec
kontralateralniho iliakéIniho ramena graftu.
Pod skiaskopickym navadénim a po ovéfeni polohy iliakéIniho ramena
graftu uvolnéte svérku a zatahnéte zpét vnitini kanylu tak, aby se zkoseny
dilatator aretoval k polohovaci. Utdhnéte svérku. Udrzujte sheath ve stejné
poloze a soucasné vytahujte sedy polohovac se zajisténou vnitini kanylou.
(Obr. 10)

. Znovu ovéite polohu vodiciho dratu.
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10.1.5 Umisténi a rozvinuti ipsilaterdi « Vsichni pacienti musi byt pouceni, Ze endovaskularni lé¢ba vyzaduje
celozivotni pravidelna kontrolni vysetieni ke zjisténi jejich zdravotniho stavu

POZNAMKA: Zkontroluijte, zda je h taticky til Capt adéci
ontrolujte, zca J& hemostaticky ventll Laptor na zavadecim a funkénosti endovaskularniho graftu. Pacienti se specifickymi klinickymi

sheathu v oteviené poloze. (Obr. 11)

. Umistéte zesilovac obrazu tak, aby zobrazoval ipsilaterdIni vnitni iliakdIni
artérii a ipsilateralni spole¢nou iliakdIni artérii.
Pfed zavedenim zavadéciho systému ipsilateralniho iliakéIniho ramena
injikujte kontrastni latku pres femoralni sheath hlavniho téla, abyste
lokalizovali ipsilateralni vnitini iliakalni artérii.
Za pouziti sestavy dratu hlavniho téla graftu a sheathu zavedte ipsilateralni
iliakalni rameno graftu. Dilatator a sestavu sheathu posurite do sheathu
hlavniho téla.
POZNAMKA: V silné vinutych cévach se mize po zavedeni tuhych dratl
a systém( sheathi podstatné zménit poloha vnitinich iliakalnich artérii.
Pokracujte v pomalém posouvani vpied, az se oblast mezi dvéma
proximalnimi zlatymi zna¢kami zarovna se zlatou rentgenokontrastni
znackou na bifurkaci hlavniho téla graftu. Dobfe zarovnejte proximalni
okraj ipsilateralniho ramena graftu s proximalnim okrajem dfive
umisténého kontralateralniho ramena graftu. (Obr. 12 a 13)
POZNAMKA: P¥i pouziti prostiedku spole¢né s hlavnim télem Zenith
Flex nebo Zenith Universal Distal Body, posunujte ipsilateralni
rameno graftu vpied, aZ se pIné zarovna s dfive umisténym
kontralateralnim ramenem graftu.
POZNAMKA: Pii pouziti s prechodovym dilem Renu musi iliakdIni rameno
prekryt nejméné dva celé stenty iliakalniho ramena (tj. proximalni stenty
iliakdIniho ramena graftu) uvnitt prechodového dilu Renu.
Potvrdte polohu distalniho konce iliakalniho ramena graftu. Pouzijte zlaté
znacky jako referen¢ni body a podle potfeby reponuijte iliakéIni rameno
graftu, abyste zajistili priichodnost vnitini iliakalni artérie.
Pfi rozvinovani drzte iliakdIni rameno graftu na misté sedym polohovacem
a soucasné stahnéte sheath zpét pfiblizné o 10 mm. (Obr. 14 a 15)
. Zkontrolujte polohu graftu a podle potfeby polohu upravte.
Pokracujte v rozvinovani graftu vytahovanim sheathu pfi souc¢asné
kontrole polohy graftu.
Pod skiaskopickym navadénim a po ovéfeni polohy iliakalniho ramena
graftu uvolnéte svérku a zatdhnéte zpét vnitini kanylu tak, aby se zkoseny
dilatator aretoval k polohovaci. Utdhnéte svérku. Udrzujte sheath ve stejné
poloze a soucasné vytahujte polohovac se zajisténou vnitini kanylou.
(Obr. 16)
10. Zaviete hemostaticky ventil Captor otocenim po sméru hodinovych
rucicek az na doraz. (Obr. 7)
. Znovu ovéite polohu vodicich dratd. Sheath a vodici draty ponechte
na misté.
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10.1.6 Zavedeni't iho balonk

. Pripravte tvarovaci balének podle nésledujiciho popisu:
« Proplachnéte lumen dratu heparinizovanym fyziologickym roztokem.
« Odstraiite z balénku viechen vzduch.
Béhem pfipravy k zavedeni tvarovaciho balénku oteviete hemostaticky
ventil Captor oto¢enim proti sméru hodinovych rucicek.
Tvarovaci balének posurite po vodicim dratu pres hemostaticky ventil
Captor zavadéciho systému hlavniho téla do Grovné rendlnich artérii.
Udrzujte spravnou polohu sheathu.
Utdhnéte hemostaticky ventil Captor kolem tvarovaciho baldnku otoc¢enim
s jemnym tlakem po sméru hodinovych rucicek.
POZOR: Balonek nenapliiujte v cévé, pokud neni uvnitf graftu.
Expandujte tvarovaci balének ziedénou kontrastni latkou (podle pokynt
vyrobce) v oblasti nejproximélnéjsiho krytého stentu a infrarendlniho
kreku; zaénéte proximalné a pracujte v distalnim sméru. (Obr. 17)
POZOR: Pied repozici zl lujte, zda je balonek uplIné vypra
POZOR: Hemostaticky ventil Captor se musi pfed repozici tvarovaciho
balénku oteviit.
. Vytdhnéte tvarovaci balonek k mistu prekryti ipsilateralni vétve
a expanduijte jej.
POZOR: Hemostaticky ventil Captor se musi pfed repozici tvarovaciho
balénku oteviit.
Stahnéte tvarovaci baldnek zpét do mista ipsilateralni distalni fixace
a expanduijte jej.
POZOR: Balonek nenapliiujte v cévé, pokud neni uvnitf graftu.
POZOR: Hemostaticky ventil Captor se musi pfed repozici tvarovaciho
balénku otevfit.
Vypréazdnéte tvarovaci balének a vyjméte jej. Tvarovaci balonek preneste
na kontralateraIni vodici drat a do zavddéciho systému kontralateréiniho
iliakalniho ramena. Posurite tvarovaci balonek k mistu prekryti
kontralaterdlni vétve a expandujte jej.
POZOR: Pfed repozici zkontrolujte, zda je Uplné vypra
POZOR: Hemostaticky ventil Captor musi byt pred repozici
t iho balonku v fené poloze.
Vytahnéte tvarovaci balének do mista distalni fixace kontralateralniho
iliakalniho ramena k cévé a expanduijte jej. (Obr. 17)
POZOR: Balonek nenapliiujte v cévé, pokud neni uvnitf graftu.
10. Vyjméte tvarovaci balének a nahradte jej angiografickym katetrem
k provedeni zavére¢nych angiogrami.
. Vyjméte viechny tuhé vodici draty nebo je nahradte tak, aby se iliakdIni
artérie mohly vratit do pfirozené polohy.
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Finalni angiogram

1. Angiograficky katetr umistéte pfimo nad troven rendlnich artérii.
Angiograficky potvrdte prichodnost renélnich artérii a nepfitomnost
endoleaku. Ovéite prichodnost vnitinich iliakélnich artérii.

. Zkontrolujte, zda se nevytvoiily endoleaky nebo smycky, a ovéite polohu
proximalnich zlatych rentgenokontrastnich znacek. Vyjméte sheathy, draty
a katetry.

POZNAMKA: Pokud zjistite endoleaky nebo jiné problémy, viz doporuceny
navod k pouziti odpovidajiciho hlavniho téla nebo prostfedku Renu.

3. Sesijte cévy a uzaviete pole standardnimi chirurgickymi technikami.

N

nélezy (napf. endoleaky, zvétsujicimi se aneuryzmaty nebo se zménami
struktury nebo polohy endovaskuléarniho graftu) se musi podrobit dalsim
kontrolnim vy3etfenim.

« Pacienti musi byt pouceni o dlileZitosti dodrzovéni planu kontrolnich

prohlidek, a to jak v prvnim roce, tak pozdéji jednou ro¢né. Pacienti musi byt

informovani, Ze pravidelné a konzistentni kontroly jsou kriticky ddlezitou
soucasti zajisténi trvale bezpecné a uc¢inné endovaskularni lécby AAA.

LékaF musi vyhodnotit kazdého pacienta individualné a pfedepsat nasledné

kontroly podle potteb a okolnosti konkrétniho pacienta. Minimalni

pozadavky na naslednd kontrolni vysetfeni pacienta (popsana v navodu

k pouziti prostfedku Zenith AAA, které bylo pouzito) je nutno dodrzovat

iv pfipadé asymptomatického pribéhu (tj. pii nepfitomnosti bolesti,

znecitlivéni a slabosti). Pacienti se specifickymi klinickymi nalezy (napt.

endoleaky, zvétsujicimi se aneuryzmaty nebo se zménami struktury nebo
polohy stentgraftu) se musi podrobit kontrolnim vysetfenim v kratsich
intervalech.

« Kazdorocni snimkovaci vysetfeni musi zahrnovat radiogram bficha

a kontrastni i nekontrastni CT vysetfeni. Pokud neni mozné pouzit kontrastni

latku vzhledem k renalnim komplikacim nebo jinym faktordm, Ize pouzit

radiogramy bficha, nekontrastni CT a duplexni ultrasonografii.

Kombinace kontrastniho a nekontrastniho CT poskytuje informace o

zménéch priméru aneuryzmatu, o endoleaku, priichodnosti, vinutosti,

postupu choroby, délce fixace a dalsich morfologickych zménach.

Radiogramy bficha poskytuji informace o integrité prostfedku (napf. o

separaci komponent nebo prasknuti stentu).

Zobrazeni pomoci duplexni ultrasonografie mize poskytnout informace

o zménach priméru aneuryzmatu, o endoleaku, priichodnosti, vinutosti

a postupu choroby. Za téchto okolnosti je tfeba spolu s ultrazvukem provést

nekontrastni CT.

« Pfehled minimalnich pozadavki na kontrolni zobrazovaci vysetieni pacienti
se stentgrafty Zenith AAA je uveden v navodu k pouziti hlavniho téla Zenith
AAA nebo graftu Renu (podle toho, ktery byl pouzit). Navody naleznete na
adrese www.cookmedical.com. U pacientd, u kterych je nutna dkladnéjsi
kontrola, se musi provadét castéjsi vyhodnoceni.

11.2 DalSsi sledovani a lécba
Dalsi sledovani a potenciélné dalsi lécba se doporucuje v nasledujicich
pripadech:

« Aneuryzma s endoleakem typu |

« Aneuryzma s endoleakem typu Il

« Zvétseni aneuryzmatu, = 5 mm maximalniho priiméru (bez ohledu na stav

endoleaku)

« Migrace

« Nedostatec¢na délka prilehnuti
Pfi zvazovéani opakované intervence nebo pfechodu na otevienou chirurgickou
reparaci musi lékaf posoudit doprovodna onemocnéni konkrétniho pacienta,
predpokladanou dobu jeho Zivota a pacientovu osobni volbu. Pacienti musi byt
pouceni, Ze po implantaci endograftu méze byt nutny dal3i interven¢ni zasah,
vcetné katetrizacniho vykonu nebo prechodu na otevieny chirurgicky zakrok.
11.3 Informace o vysetieni MRI
POZNAMKA: Pouzivéte-li tento prostiedek spole¢né s dalsim endovaskularnim
graftem fady Zenith, vyhledejte dalsi informace o MRI v pfislusném navodu
k pouziti.
Neklinické testy prokazaly, ze bfisni endovaskularni graft Zenith Alpha pouzity
s endovaskularnimi rameny Zenith Alpha Spiral-Z je podminéné bezpecny pfi
vysetieni MRI (MR Conditional) podle definice ASTM F2503. Pacient s timto
prostredkem mUze byt bezpe¢né snimkovan za déle uvedenych podminek:

Statické magnetické pole

« Statické magnetické pole pouze o sile 3,0 tesla nebo 1,5 tesla.

« Maximalni prostorovy gradient magnetického pole 1 600 gaussi/cm
(16,0 t/m) nebo méné.

« Maximalni hodnota mérného absorbovaného vykonu prepoctena na celé
télo (SAR) < 2,0 W/kg (v normélnim provoznim rezimu) oznamena MRI
systémem za 15 minut nepretrzitého snimkovani.

Zahiev zpisobeny snimkovanim MRI

Za vyse uvedenych podminek se ocekava, Ze brisni endovaskularni graft Zenith
Alpha pouzity s endovaskularnimi rameny Zenith Alpha Spiral-Z zpGsobi
maximalni zvyseni teploty o 1,3 °C po 15 minutéch nepretrzitého snimkovani.
Artefakt obrazu

Artefakt obrazu zasahuje pfiblizné 9,5 mm od bfisniho endovaskularniho graftu
Zenith Alpha pouzitého s endovaskularnimi rameny Zenith Alpha Spiral-Z,

coz bylo prokazano pfi neklinickém testovani pfi snimkovani pulzni sekvenci
gradientniho echa na systému MRI 3,0 tesla. Artefakt obrazu zakryva lumen
prostiedku.

Pouze pro pacienty v USA

Spolecnost Cook doporucuje, aby pacienti zaregistrovali podminky pro MRI
snimkovani popsané v tomto navodu k pouziti u nadace MedicAlert Foundation.
Nadaci MedicAlert Foundation Ize kontaktovat nasledujicimi zpasoby:
Postou:  MedicAlert Foundation International
2323 Colorado Avenue
Turlock, CA 95382, USA
Telefon:  V USA: +1-888-633-4298, bez poplatku
Mimo tzemi USA: +1-209-668-3333
Fax: +1-209-669-2450
Web:  www.medicalert.org

12 INFORMACE PRO SLEDOVANi PACIENTU

11 POKYNY PRO SNIMKOVANiI A POOPERACNI KONTROLU Kromé tohoto navodu k poutZiti je k endovaskuldrnimu ramenu Zenith Alpha
Spiral-Z pfibalen formulaf ke sledovani prostiedku, ktery musi nemocni¢ni

Informace o ndvodu ke snimkovéni a pooperacni kontrole najdete v piislusném personal vyplnit a odeslat spole¢nosti Cook za tcelem sledovani viech pacientti

navodu k poutziti prostfedku Zenith, které jste pouzili. Kopie je k dispozici online s implantovanym endovaskulérnim ramenem Zenith Alpha Spiral-Z (v souladu

na adrese www.cookmedical.com. s pozadavky federélnich predpist USA).

11.1 Obecné 13 LITERATURA

+ Dlouhodoba funkénost endovaskularnich graftd s doplitkovymi
komponentami implantovanymi pfi sekundarni endovaskularni intervenci
nebyla zatim zjisténa.

Tento navod k poutZiti je zaloZzen na zkusenostech lékatl a (nebo) na jejich
publikované odborné literature. S otazkami na dostupnou literaturu se obratte
na mistniho obchodniho zastupce spole¢nosti Cook.
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ZENITH ALPHA® SPIRAL-Z° ENDOVASKULART BEN
Foreslaet brugsanvisning

Lzes alle instruktioner omhyggeligt. Hvis instruktionerne, advarslerne og
forholdsreglerne ikke falges ngje, kan det f alvorlige kirurgiske konsekvenser
eller medfere personskade pa patienten.

FORSIGTIG: | henhold til amerikansk lovgivning ma dette produkt kun
saelges af en laege (eller en autoriseret behandler) eller efter d
anvisning.

FORSIGTIG: Hele indholdet af den ydre pose (inklusive indferings-
y og den end. ' e protese) leveres sterilt, kun til
engangsbrug.

Der findes flere gaeldende udgaver af Foreslaet brugsanvisning for Zenith
produktgruppen. Denne brugsanvisning omfatter Foreslaet brugsanvisning
for Zenith Alpha Spiral-Z endovaskulaert ben. Der henvises til folgende
brugsanvisninger vedrgrende information om andre relevante Zenith-
komponenter:

« Zenith® AAA reduceret diameter/Zenith Alpha™ abdominale
hjaelpekomponenter;

« Zenith Alpha® abdominal endovaskulaer protese;

« Zenith Flex® AAA endovaskular protese;

« Zenith® Fenestrated AAA endovaskulaer protese;

« Zenith® Branch endovaskulaer protese-iliaca bifurkatur;

« Zenith® Universal Distal Body endovaskulzer protese;

« Zenith® Renu™ AAA hjalpeprotese; og

« Coda® ballonkateter.

1 BESKRIVELSE AF PRODUKTET

1.1 Zenith Alpha Spiral-Z endovaskulzaert ben

Zenith Alpha Spiral-Z endovaskulart ben er en del af et modulopbygget
system bestaende af flere komponenter, som regel en todelt hovedprotese og
to iliaca-ben. (Fig. 1) Det kan anvendes i forbindelse med de ovenfor anferte
systemer. lliaca-benene er konstrueret af veevet polyestermateriale, der er syet pa
fem selvekspanderende Cook-Z°® stents af nitinol og en kontinuert spiralformet
stent af nitinol med sutur af flettet polyester og monofilament polypropylen,
som tilvejebringer en kanal, der er beregnet til at holde aneurismen ude af
blodgennemstremningen. Protesen er fuldt stentet for at give stabilitet og den
nedvendige ekspansionskraft til at dbne proteselumen under anlaeggelsen.
Derudover giver de Cook-Z stents, der er placeret i enderne af protesen, den
nedvendige fastgerelse og forsegling af protesen til karvaeggen.

Pa hver iliaca-benprotese er der tre guldmarkerer, som forklaret nedenfor:

Placering

Proksimal marker 1 Proksimal kant

Proksimal marker 2 16 mm fra den proksimale kant

Distal marker Distal kant

1.2 Indfgringssystem

Zenith Alpha Spiral-Z endovaskulzart ben forsendes forudmonteret i et

12 Fr (4,7 mm udvendig diameter) eller 14 Fr (5,3 mm udvendig diameter)
indferingssystem. (Fig. 2) Indferingssystemet er designet til at veere let at bruge
med minimal klargering. Begge systemer er kompatible med en 0,035 inch (0,89
mm) kateterleder.

Captor heemostaseventil kan lasnes eller strammes for at opna yderligere
hzemostase under indfering og/eller fiernelse af hjeelpeprodukter ind i og

ud af sheathen. Fremfaringssystemet er desuden udstyret med en Flexor
indferingssheath, der modstar knaekdannelse, og som har hydrofil beleegning.
Begge funktioner har til hensigt at gere mangvrering i aa. iliacae og aorta
abdominalis lettere.

2 TILSIGTET ANVENDELSE

Zenith Alpha Spiral-Z endovaskuleert ben er indiceret til anvendelse med Zenith
Alpha abdominal endovaskulzer protese, Zenith AAA reduceret diameter/

Zenith Alpha abdominale hjeelpekomponenter, Zenith Flex AAA endovaskulaer
protese, Zenith Renu AAA hjalpeprotese, Zenith Fenestrated AAA endovaskulzer
protese og Zenith Branch endovaskulzer protese-iliaca bifurkatur under enten en
primaer eller en sekundaer procedure hos patienter, som har tilstreekkelig iliacal/
femoral adgang, der er kompatibel med de pakraevede indferingssystemer.
Protesen bruges sammen med disse produkter til endovaskular behandling af
aneurismer i aorta abdominalis og aorta-iliaca.

3 KONTRAINDIKATIONER
Zenith Alpha Spiral-Z endovaskulzert ben er kontraindiceret hos:

« Patienter med kendt overfalsomhed eller allergi over for polyester,
polypropylen, nitinol, uretan, polytetrafluorethylen (PTFE), nylon eller guld.

« Patienter med systemisk eller lokal infektion, der kan @ge risikoen for
infektion pga. den endovaskulare protese.

4 ADVARSLER OG FORHOLDSREGLER
4.1 Generelle

« Lees alle instruktioner omhyggeligt. Hvis instruktionerne, advarslerne og
forholdsreglerne ikke folges ngje, kan det fa alvorlige konsekvenser eller
medfere personskade pa patienten.
Der skal altid vaere et kvalificeret kirurgisk team til radighed under
implantations- eller reinterventionsprocedurer i tilfaelde af, at det bliver
nedvendigt at konvertere til dben kirurgisk reparation.
Zenith Alpha Spiral-Z endovaskulaert ben mé kun anvendes af leeger
og operationshold, der er uddannet i vaskulaere interventionsteknikker
(kateterbaserede og kirurgiske) og i brugen af denne protese. Specifikke
forventninger til uddannelsen er beskrevet i Afsnit 9.1, Laegeuddannelse.
Yderligere endovaskulzere interventioner eller konvertering til almindelig
&ben kirurgisk reparation efter initial endovaskulaer reparation ber
overvejes for patienter med aneurismer, der forsterres, uacceptabelt fald i
fikseringsleengde (overlapning af kar og komponent) og/eller endolzekage.
En stigning i aneurismesterrelse og/eller en persisterende endolaekage eller
migration kan medfere ruptur af aneurismet.
« Det kan vaere nedvendigt for patienter, der oplever reduceret blodflow
gennem protesens lem og/eller lackager, at gennemga sekundaere
interventioner eller kirurgiske procedurer.

27

« Nér der anvendes en 42 eller 59 mm benprotese pa den ipsilaterale side, bor
overlapning af det kontralaterale ben med hovedprotesens kontralaterale
kant begraenses til 16 mm. Hvis dette ikke gores, kan det resultere i okklusion
af den ipsilaterale kant.

4.2 Pati tvalaelce hoh

dling og opfelgning

« Det er pakraevet med et distalt fikseringssted i iliaca-arterien, der er mere end
10 mm langt og 8-20 mm i diameter (malt fra ydre veeg til ydre vaeg). Disse
storrelsesmalinger er yderst vigtige for udferelsen af den endovaskulaere
reparation.

« Der henvises til brugsanvisningen til det pageeldende Zenith-produkt med
hensyn til sterrelseskrav og en liste over vigtige anatomiske elementer, der
kan pavirke vellykket eksklusion af aneurismet.

+ Adzekvat iliaca- eller femoral adgang er nedvendig for at indfere protesen i

vaskulaturen. Adgangskarrets diameter (malt indvendig vaeg til indvendig

vaeg) og morfologien (minimal snoethed, okklusiv sygdom og/eller
forkalkning) ber veere kompatibel med vaskulzre adgangsteknikker og

12 Fr (4,7 mm udvendig diameter) eller 14 Fr (5,3 mm udvendig diameter)

indferingssystemer. Kar, der er signifikant forkalkede, okklusive, snoede eller

med vaegtromber, kan udelukke placering af den endovaskulzre protese
og/eller kan @ge risikoen for embolisering eller thrombose. En vaskulzer
kanalteknik kan vare nedvendig for at opna succes hos nogle patienter.

Praeeksisterende omrader med stenose/forsnaevring (mindre end ca. 20 mm

indvendig diameter i aorta eller 7 til 8 mm indvendig diameter i aa.

iliacae) er pavist at gge risikoen for en tromboembolisk haendelse (f.eks.

protesegrenokklusion). Muligheden for denne ggede risiko hos disse

patienter kan udelukke placering af en endovaskulzer protese. Dilatation

af disse omrader med en ueftergivelig ballon og/eller stentanlzeggelse kan

vaere nedvendig for at bidrage til at sikre, at protesens dbenhed bevares

og for at reducere risikoen for en tromboembolisk haendelse. Endvidere

skal angiogrammet af reparationen (med de stive kateterledere fjernet)

studeres noje, for at bestemme om yderligere behandling pé disse steder er

nedvendig (f.eks. supplerende ballondilatation eller stentning). Undladelse af
at fierne den stive kateterleder for angiogrammet kan forhindre opdagelsen
af en eventuel knaekdannelse eller forsnaevring i grenen, som kunne opsta,
nar kateterlederen fjernes.

Billeddiagnostisk opfelgning skal omhyggeligt gennemgas med henblik pa

forsnaevring inden i protesebenet. Patienter med et proteseben, hvis lumen

har en indvendig diameter pa under ca. 5 mm, kan have gget risiko for en
tromoembolisk haendelse (f.eks. protesegrenokklusion). Reintervention (f.eks.
anlaggelse af en ueftergivelig ballon eller stentning i disse omrader) ber
overvejes for at bidrage til at sikre, at protesens abenhed bevares og for at
reducere risikoen for en tromboembolisk haendelse.

Patienter med darligt udlgb eller en hyperkoagulerbar tilstand (f.eks. cancer)

kan have gget risiko for en tromboembolisk haendelse.

Zenith Alpha Spiral-Z endovaskulzert ben anbefales ikke til patienter,

som ikke kan téle kontrastmidler, der er nedvendige ved intraoperativ og

postoperativ billeddiagnostisk opfalgning. Alle patienter skal monitoreres

noje og kontrolleres regelmaessigt med henblik pa sendring i deres
sygdomstilstand og endoprotesens integritet.

Zenith Alpha Spiral-Z endovaskulzert ben anbefales ikke til patienter, som

overstiger vaegt- og/eller storrelsesgraenserne, der kompromitterer eller

forhindrer de nedvendige billeddiagnostiske krav.

+ Manglende evne til at opretholde abenhed af mindst én a. iliaca interna
eller okklusion af en uundvaerlig a. mesenterica inferior kan gge risikoen for
iskeemi i pelvis/tarm.

« Mange store, abne lumbalarterier, veegtromber og en aben a. mesenterica

inferior kan alle preedisponere en patient for type Il endolaekager. Patienter

med koagulopati, der ikke kan korrigeres, kan ogsa have en gget risiko for
type Il endoleekage eller bladningskomplikationer.

Zenith AAA-protesefamilien er ikke blevet officielt afprovet i folgende

patient