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ACCESS SITES

* In most cases, bilateral groin access to the common femoral arteries is required.

DIAGNOSTIC DEVICES USED

SHEATH SIZES

Sheath sizes are used as necessary for individual endo-
graft introduction. Some devices employ an integral
sheath and others utilize a separate introducer sheath.
Profiles for sheaths range from 12 F to 24 F for the gamut
of AAA stent grafts.

FLUSH DIAGNOSTIC CATHETERS

Preferred catheters are 5-F angiographic pigtail, with
1-cm graduated markers of 20 cm total length. The total
catheter length is predicated on the segment of the aorta
to be treated. In the abdomen, 60 cm to 80 cm is usual.

SELECTIVE DIAGNOSTIC CATHETERS
Depending on iliac and aortic tortuosity and the proxim-
ity or involvement of various branch vessels in associa-
tion with the aortic pathology (aneurysm, dissection,
etc.), a wide spectrum of preformed catheter shapes may
be helpful in conjunction with stent graft procedures.
Typical selective catheter shapes that may be necessary
to safely negotiate difficult iliac anatomy or large
aneurysms include vertebral/angled tip, Cobra, multipur-
pose, and internal mammary. In AAA endografts, a spe-
cial procedural challenge involves the catheterization of

the contralateral leg hole or opposite aperture for iliac
limb extension in multicomponent bifurcated devices.
The catheters listed above may be beneficial in the
process of attempting to retrogradely catheterize the
contralateral leg hole of the aortic component via the
aneurysm sac. In addition, back-seeking catheter shapes
are often valuable for difficult retrograde approaches and
are the primary choice selected for up-and-over ante-
grade catheterizations from the ipsilateral limb through
the contralateral opening for the iliac limb. These
catheters may be 4 For5F

DIAGNOSTIC GUIDEWIRES

As previously discussed, the selection of basic working
guidewires is often based on personal experience and
operator preference. Many types of wires with or without
torque control features can be used to facilitate initial
positioning of the pigtail catheter proximal to the aortic
pathology. Commonly employed guidewires are either
035 inch or .038 inch in diameter. Bentson, Teflon LLT,
and Starter are basic nontorque wires. The angled
Glidewire is one example of a routinely used steerable
guidewire that may be helpful in negotiating challenging
tortuous vascular anatomy.

INTERVENTIONAL DEVICES USED

INTERVENTIONAL GUIDEWIRES

In AAA interventions, endografts are typically advanced
over stiff or ultrastiff, 035-inch or .038-inch highly sup-
portive guidewires to straighten tortuous anatomy and
facilitate device tracking to the target. Examples of these
wires that are commonly included in stent graft proce-
dures include Lunderquist, straight or precurved,
Amplatz, Meier BU.

BALLOONS

Postdeployment ballooning of stent graft prostheses at
the attachment sites of AAA devices is a common prac-
tice and often prescribed by endograft manufacturers.
Occlusion type, compliant balloons capable of expansion
through a range of diameters and large-diameter PTA bal-
loons for AAA devices exclusively are both applicable for
securing device expansion.

2006 BUYER’S GUIDE | ENDOVASCULAR TODAY | 27



ABDOMINAL AORTIC INTERVENTIONS

ENDOGRAFTS

AAA may be single-component bifurcated or multicompo-
nent bifurcated. Development of fenestrated and branched

AAA products is expected.

OTHER DEVICES

Of note, multicomponent, bifurcated AAA devices may
require catheterization of the contralateral leg hole via an
antegrade approach up-and-over from an ipsilateral
iliac/aortic component route. In these cases, it will necessary
to use a vascular snare device to grab the wire within the
aneurysm sac or contralateral iliac artery after it has been
threaded across the graft bifurcation and through the aper-
ture for placing the contralateral iliac limb. Once the snare
has captured the guidewire, it is withdrawn from the con-
tralateral arterial access to allow insertion of the contralater-

al iliac component.

In addition, one other potentially valuable adjunct to

AAA procedures is intravascular ultrasound. This technolo-
gy can provide important planning or confirmatory
anatomical information, including precise neck diameter
measurements, extent of branch vessel involvement in cases
of aortic dissection, and lengths between aortic branches
and aortic disease. Some centers use intravascular ultra-
sound routinely for endograft procedures, whereas the
majority of investigators have it available to use in selective
cases when the aortic pathology is not routine.

IMAGING

Multi-slice CT or MR imaging with three-dimensional,
multi-planar display. Supplemental intravascular ultrasound
or catheter angiography in selected cases.

CONTRAST RECOMMENDATIONS
Non-ionic, iso-osmolar contrast media m

I'ndi cati ons

The AneuRx Sent Gaft Systemis indicat-
ed for

the endovascul ar treatnent of infrarena
abdoninal aortic or aorto-iliac aneurysns
having: « Adequate iliac/fenoral access
Infrarenal nonaneurysnal neck |ength of
greater than 1 cmat the proxina and
distal ends of the aneurysmand an inner
vessel dianeter approxinately 10-20%
snal | er than the | abel ed device di aneter o
Mor phol ogy suitabl e for endovascul ar
repeir « Qe of the fol lowng:

(1) Aneurysmdianeter of >5 cm(2)
Aneurysm di aneter of 4-5 cmwhich has
asoincreased in size by 0.5 cmin the
last 6 nonths (3) Aneurysmvhich is
twce the dianeter d the nornal
infrarend aorta

Qnt rai ndi cati ons

There are no known contrai ndi cati ons
currently associated wth this device.

Vérnings and Precautions

The AneuRx Sent Gaft is intended to
prevent rupture of abdomnal aortic
aneurysns. However, this risk is not com
pletely elimnated. Based on reports
received for petients eroled inal phases
d the clinica study, through August 1,
2001,

ruptures have occurred in 2/1193
patients (0.167% during the operative
period; in 3/1193 patients (0.251% wth-
in 30 days of the treatnent; and in

10/ 1193 patients (0.838% greater than
30 days after treatnent. The one-year
freedomfromrupture rate for patients
evdledindl pheses of theclinica studyis
99.5% the two-year freedomfromrupture
rate is 98.6% and the three-year freedom
fromrupture rate is 98.5% and the
four-year freedomfromrupture rate is
98. 5%

The long-termsafety and ef fecti veness
of this inplant have not been established.
Al patients wth endovascul ar aneurysm
repai r nust undergo
periodic inaging to eval uate the stent

graft, aneurysmsize and occl usion of ves-
ss inthe

treatnent area. S gnificant aneurysm
enlargenent (>5 mm), the appearance of
a new endol eak,

evidence of perigraft flow change in
aneurysmpul satility, or nigration result -
ing in an inadequate seal zone shoul d
pronpt further investigation and nay
indicate the need for additional interven-
tion or surgica conversion.

Exercise care in the handing and deliv-
ey
technique to aid in the prevention of
vessel
rupture. If an AneuRx Sent Gaft is
placed wth | ess than one centineter
length of non-aneurysnal tissue at the
proxinal or distal end attachnent sites,
there is potential for lesking or migration
due to inadequate apposition of the stent
gdt.

I nappropriate patient selection nay con-
tribute to poor device perfornance.
Relinnary data
indicate that patients wth an aortic neck
angl e >45 degrees nay have a higher |ike-
lihood of
suboptinal out cones conpared to
patients wth an aortic neck angle <45
degrees. The sane data indicate that
patients wth an aortic seal length of <15
nmand an iliac seal |ength of <25 mm
may aso have a higher likelihood of sub-
optinal outcones.

This device should only be used by
physicians and teans trained in vascul ar
interventional techniques, including training
inthe use of the device.

Do not use the AneuRx Sent Gaft in
patients unabl e to undergo the necessary
preoperative and postoperative i naging and
inpl antation stud es.

The resuts of the clinicad studes ind -
cated that patients who experience an
unsuccessf ul endovascul ar repai r
attenpt, and as a result undergo conver -
sion to surgical abdoninal aortic
aneurysm (AM) repair, are likely to have

increased conplications arising from
bot h

procedures (i.e, cardiac conplications,
fever, infection, nuscul oskel etal conpli -
cations,

neur ol ogi cal conpl i cations, pul nonary
conpl i cations, vascul ar di sease, vessel
di ssection, wound healing i ssues and
nortality).

The safety and effectiveness of the
AneuRx Sent Gaft Systemfor the
treatnent of
abdonminal aortic aneurysns have not
been
eval uated in patients:

*« Wth aneurysns pending rupture <
With

connecti ve tissue disorder « Wth hyperco-
agdadlity « Wth nesenteric artery

occl usi ve di sease

* Wthiliofenard, thoracic, or inflam
matory aneurysns ¢ Wth juxtarena ARMA
e Wth pararenal AM ¢ Wth suprarena
or thoracoabdoninal aneurysns ¢ Wio
are norbidly obese ¢ Pregnant or nursing
e Less than 18 years old « Wthless
than one-year |ife expectancy.

A ways have a vascul ar surgery team
availabl e
at institutions perforning endovascul ar
grafting in the event that conversion to
open surgical repair is required

Patient Selection, Treatnent and Fol | ow
up
Do not use this device in patients having
an active systenic infection. Do not use
this device in patients wth sensitivities
or allergies to the device naterials. The
nateria s include: pol yethyl ene-tereph-
thalete (FET), nickel, titanium
tantalum stainless steel, polyether-
est er bl ock- copol yner (Hytrel), poly-
et her bl ockani de (Pebax),
pol yet her et herket one (PEEK), plati num
ethyl cyanoacryl ate, pol ynethyl -
net hacryl ate and
hydr oqui none.

The results of the clinical study indi -

cate that wonen treated wth this
device nay have a

higher nortality rate as conpared to
their nal e counterparts.

The use of this device requires adninis-
tration of radiographic agents. Patients
wth preexisting renal i nsuffici ency nay
have an increased risk of rena fail ure
post oper at i vel y.

Proper use of this device requires
accurate
fluoroscopi c inaging. This device is not
recommended for patients whose wei ght
exceeds 350 | bs (150 kg) or whose
vei ght nay inpede accurate fl uoroscop-
ic inaging.

Regul ar fol lowup including i nagi ng of
the devi ce shoul d be perforned every 3 to
6 nonths for patients in the enhanced
surveil lance group and at |east every 6 to
12 nonths for patients in the
routine survei |l ance group (see |RUfor
petient
followup reconmendati ons). During the
recommended fol | owup inagi ng schedul e,
patients shoul d be nonitored for
aneurysmsi ze, occl usion of vessels,
change in pulsatility,
nigration, |eaks and device integrity.

Additional treatnent including
endovascul ar treatnent or surgical con-
version shoul d be strongly considered in
the fol l owng cases:

%r r owt mm (Wit or
i Dy Ir il i "
Wthml%?'r?ﬁﬁm;! Tg-ﬂgﬁ%ﬁ%ﬂ, L

endol eak with or wthout aneurysm
growt h
* Sent graft mgration resulting in an
i nadequat e seal zone.

The results of the clinical study indicate
that
subj ects experiencing reduced bl ood flow
through the graft |inbs and/or |eaks nay
be required to undergo secondary inter-
ventions or ninor surgical procedures.

MR nay be used on the stent graft only
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