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Introduct]

This educational information is provided to help
you make an informed decision about the AneuRX
Stent Graft System as a method for treating your
abdominal aortic aneurysm. Please read this
material completely and discuss any questions
with your doctor in order to decide if the AneuRx
Stent Graft System is right for you. Only a doctor
can determine whether you are a suitable candidate
for the AneuRx stent graft procedure.

If you are unfamiliar with the terms used in this
booklet, please refer to the Glossary at the back
of this booklet.



Figure 1.An aneurysm is a bulge
or balloon that forms in the wall
of the blood vessel.

What Is an Aneurysm?

An aneurysm is a bulge or balloon that forms in theall of a blood
vessel. An aneurysm is most commonly a result of accumulation
of fatty deposits on the vessel wall, but may alsdate to heredity,
trauma or other disease that weakens the vessellw@ver time, the
vessel wall loses its elasticity and the force afrmal blood pressure
in the aneurysm can lead to bursting (also referreaas 2rupture®)
of the vessel. If an aneurysm forms in the parttbie aorta (one of
the body's main blood vessels) that extends throutfie abdomen,
it is called an abdominal aortic aneurysm (sé&ég. 1).
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What Symptoms Are Associated
with Abdominal Aortie,Aneurysms?

Most people do not experience any symptoms indicagithat they
may have an abdominal aortic aneurysm. During a tioe physical
examination, your doctor may notice or feel a thitmhg tender

mass in the middle or lower part of your abdomen okever, most
aneurysms are identified when diagnostic imagingstag (such as
X-ray) is performed for other reasons.




What Is the Current Treatment Used for
Repair of Abdominal Aortic Aneurysms?

An abdominal aortic aneurysm is treated if the doctfeels there

is a risk that the aneurysm will burst (or ruptureZurrently, the
standard treatment is conventional surgery. The gary is performed
to replace the section of the vessel where the anexm has formed
with a synthetic graft. The surgical procedure isrfiormed under
general anesthesia and takes about three to fouur®to complete.
The surgeon accesses the aneurysm through an irarisin the
abdomen. The aneurysmal portion of the vessel iglexied (shut

off from the main part) or sometimes replaced with synthetic graft,
which is sewn into place. Patients typically speode night in an
intensive care unit and remain in the hospital fan additional five
to seven days.
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Is There an Alternative Treatment
to Conventional Surgery?

Yes, there is an alternative treatment known as 8ewascular stent
grafting.° Endovascular stent grafting is a proceduwhere a stent
graft, which is a woven polyester tube (graft) cogd by a tubular
metal web (stent), is placed inside of a diseasemhéurysmal) vessel
without surgically opening the tissue surroundingp¢ diseased
vessel. The stent graft, therefore, excludes thearysm from the
normal blood flow. However, since the diseased veks not actually
replaced, there is a small but real risk of aneurysupture The risk
is about 1.5 percent at four years compared to avlask of rupture-
type complications for surgical repair (less thanpgkrcent), where
the diseased vessel is removed.

The long-term risks of the stent graft implant aret yet known, so
you will have to be monitored at least once a ydar, the duration
of your life, with imaging devices such as comput&amography
(also known as a CAT scan or CT). You may needaweehmore
frequent exams and images taken if your physiciael$ that there
is a problem with the implant. This frequency andoy of monitoring
is generally not required after the standard treagmt.

There are also risks and benefits associated witineentional
surgery. The AneuRx graft may benefit persons whe rzot good
candidates for surgery or who prefer not to undergpen surgery.
You should talk with your doctor about which optida best for you.
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How Does the Stent Graft Work?

The AneuRx Stent Graft System uses a stent grafogen in Fig. 2

to exclude the aneurysm from the circulation andush prevent
continued pressurization and possible rupture ofehaneurysm. The
stent graft is placed inside of the aneurysm usiagdelivery catheter
(a long tube-like device that assists in the placent of the stent
graft within the blood vessel).

Figure 2.The AneuRx
Stent Graft

Results Following the Proceduré

In clinical trials conducted to evaluate the AneuBient Graft
System, the stent graft was successfully delivessd deployed in
97 percent of patients. The most common reason thae implant
procedure was not successful was that the patientod vessels
were too small or unhealthy to permit delivery dfd stent graft.
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Anyone who is considering the AneuRx stent grafbogedure should:

n

n

n

Patients having very large aneurysms and/or aneungsor vessels
that are very angled may not be good candidates tf@atment using
the AneuRx Stent Graft. Since not all patients gaod candidates
for this type of treatment, it is very important #t you speak to your
doctor about your reasons for wanting to be treatedth the AneuRx
Stent Graft and ask if you would be a good candelat

Please see Page 11 for a detailed safety summapuathe AneuRx
stent graft procedure. It is important to discusdlgossible risks and
benefits with your doctor before deciding whethdret AneuRx stent
graft procedure is the appropriate treatment optidior you.
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Are You a Good Candidate for the
AneuRx Stent Graft Procedure?

Be 18 years of age or older.

Not be pregnant.

Be sufficiently healthy to undergo a 2+4 hour imptation
procedure.

Be available to attend regularly scheduled offigsitg with a
doctor following the procedure, including radiograf imaging
studies to evaluate the status of the graft and amgsm. Imaging
studies may be required as often as every three itisnor as
infrequently as every 12 months, depending on thatsis of your
aneurysm and graft.

Be fully informed about the risks and benefits dfe AneuRx stent
graft procedure as compared to open surgical repair



How Is the AneuRx Stent Graft
Procedure Performed?

The AneuRXx stent graft procedure is performed using eithegional
or general anesthesia. Prior to the procedure, a number oaginostic
tests are performed. These diagnostic tests allow the docto
visualize the aneurysm and the surrounding area. To prepéoe

the procedure, a small incision is made in each upper thighear.
Using fluoroscopy (X-rays) for visual guidance, the deliyeatheter
is advanced through the large vessel in your thigh (iliac ge$) to
the aneurysm site in your abdomen (seig. 3.

Figure 3 The delivery catheter is inserted through
the vessel in your leg and into the aneurysm.
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Figure 4 Placement of the AneuRx Stent Graft.

When the delivery catheter is properly positionatside the
aneurysm, the AneuRx Stent Gratft is slowly releafedh the delivery
catheter into the blood vessel. When the stent grabmes into con-
tact with blood, it expands to a preset size. Afeexpansion of the
stent graft, the delivery catheter is withdrawn anemoved, leaving
the stent graft within the vessel. Depending on tlsbape and size of
your aneurysm, additional stent grafts may be pldc® ensure that
the aneurysm is completely excluded. X-rays andfdravascular
ultrasound imaging procedures are performed to aldhe doctor to
verify that the stent graft is properly placed wiiththe aneurysm (see
Fig. 4. The procedure typically takes between two torfdwurs to
complete.
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What Can | Expect After the AneuRx Stent
Graft Procedure?

Immediately after recovery from the AneuRx Stenaféprocedure,
your physician may require you to lay flat for faorsix hours to
allow the leg wounds to begin healing. Patients leareported feeling
discomfort for the first few days following the pcedure. You may
experience side effects such as swelling of the epthigh, numb-
ness of the legs, nausea, vomiting, leg pain ordbbing, malaise,
lack of appetite, fever, and/or absence of bowel weonent for one to
three days. Your stay in the hospital typically idbe approximately
two to four days.

When Should | Call My Doctor?

If you experience any of the following symptomsntact your doctor
immediately:

n Pain, numbness, coldness or weakness in your legsuottocks.

n Any back, chest, abdominal or groin pain.

n Dizziness, fainting, rapid heartbeat or sudden wewdss.

You should also call your doctor if you are requirto reschedule
your follow-up visit for any reason
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Safety Summary

This section is not intended to be a substitute farthorough
discussion with your doctor about whether this trgaent is right for
you. Please read this section carefully and thelkt@ your doctor.

The AneuRx Stent Graft System is indicated forehdovascular treatment
of infrarenal (below the renal arteries) abdomirartic or aorto-iliac
aneurysms having:

n Adequate iliac/femoral access;

n Infrarenal, nonaneurysmal neck length greater tharcm at the
proximal and distal ends of the aneurysm and an amvessel
diameter 10£20% smaller than the labeled devicerditer;

n Morphology suitable for endovascular repair;

n One of the following:

- Aneurysm diameter >5 cm;

- Aneurysm diameter of 4+5 cm ,which has also iresed in
size by 0.5 cm in the last 6 months; or

- Aneurysm which is twice the diameter of the normal
infrarenal aorta.

There are no known contraindications currently asi&ted with this device.

n The long-term risks of prolonged fluoroscopy havetrbeen
established.

n Transluminal repair of aneurysms presents the potet for
significant X-ray exposure because of beam inteyisind duration
of imaging. This can result in acute radiation imas well as
increased risk for somatic and genetic defects tatgnts and to
clinical staff. Adequate attention must be given the potential
radiation exposure associated with these procedurasd steps
should be taken to minimize and measure this expasu
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n Perforation and/or dissection of the vasculatureeaan inherent
risk of any catheter-based procedure. These riskayrbe increased
with the use of large-sized catheters such as thalidery catheter
or introducer sheath.

n The results of the clinical study indicate that wam treated with
this device may have a higher mortality rate as quaned to their
male counterparts.

n Itis important to attend each follow-up evaluatiovisit because
the information from these visits enables your phg&n to moni-
tor the aneurysm and to determine whether additidrtaeatment
is advisable. If the follow-up recommendation is hfollowed, it
is possible that your physician may not be adequstaformed
about your physical condition.

Precautions

n The long-term safety and effectiveness of the Angu@ent Graft
System have not yet been established.

n Aneurysm rupture in patients implanted with the AnBx Stent
Graft System have occurred. To date, there is & 0§ rupture at
four years of 1.5 percent (15 aneurysm ruptures baxccurred
during the AneuRx Stent Graft device clinical study
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Abdominal aortic aneurysma bulging or 2ballooning® of a weakened
area of the abdominal aorta (main vessel of theeaal system of the
body that extends through the abdomen). This tersaften abbreviated
to 3AAA°

AneuRx Stent Grafta woven polyester tube externally supported by

a tubular metal web that expands to a preestablishdgiameter when
placed in the artery.

Aneurysm:a bulging or @ballooning® of a weakened area of dd
vessel.

Aneurysm rupturea tear in the vessel wall near or at the locatioh o
the bulging or 2ballooning® of the weakened area thie blood vessel
(abdominal aortic aneurysm).

Aorta:the main trunk of the arterial system of the body.

CT scana series of computerized X-rays that form a pictuweyour
aneurysm and adjacent blood vessels.

Delivery cathetera long tube-like device that assists in the placemie

of the stent graft within the blood vessels.

Edema:a condition in which the body tissues contain ana@ssive
amount of tissue fluid.

Endoleakblood flow into the aneurysm (bulge or 2balloon® dhe
weakened area of the blood vessel) after placemeh& stent graft.
Endovascular stent graftinga procedure in which a tube-shaped device
(see AneuRx stent graft above) is placed insideisedsed vessel without
surgically opening the tissue surrounding the dissed vessel.
Excluded/exclusionshutting off or removing from the main part.
Fluoroscopya real-time X-ray image that is viewed on a monitor
Intravascular ultrasoundan image created on a monitor through the use
of high-frequency sound waves from inside the blowéssel (artery only).
Occlusion:the closure or state of being closed.

Perigraft flow:blood flow through the material of the tube-shapettvice
(see AneuRx Stent Graft above).

Thrombus:a blood clot that obstructs a blood vessel or a d@gwof the
heart.

Thrombotic:related to, caused by or of the nature of a bloddtcthat
obstructs a blood vessel or a cavity of the heart.

Ultrasound imaging:an image created through the use of high-frequency
sound waves.
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This page is not intended to be a substitute fortlaorough
discussion with your doctor about whether this predure is right
for you. Please read this page carefully and thalk to your doctor.

Possible Questions to Ask Your Doctor

n What are the other options for treatment of abdon@haortic
aneurysms?

n Is the AneuRx Stent Graft System the only approweeical
device for treatment of abdominal aortic aneurysms?

n Will my health insurance pay for part or all of tloest associated
with this procedure?

n When was the first patient treated using the AneuBtent Graft
System? To date, how many patients have been treated

n What are the risks of rupture with a stent graft?

n Following the procedure, how often will | need t@seen by my
doctor, and what type of follow-up tests will ne¢d be performed?

n Will | have to limit my activities after the treatemt? If yes, for how
long?

n How long can the stent graft remain implanted insédof my body?

n How many AneuRx Stent Graft procedures has this facility
performed? What are the six-month, one-year and two-year
survival rates?
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