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TablelO Inclusion/exclusion criteria

[Inclusion criteria at least one the following]

10 Aortic or aortoiliac aneurysm with diameter 0 4 cm

20 Aortic or aortoiliac aneurysm with a history of growth 0 0.5 cm per year

[Exclusion criteria]

Al General exclusion criteria

0 010 Less than 20 years of age

0 O 20 Life expectancy less than 2 years
0 0O 30 Pregnant

0 O 40 Inability or refusal to give informed consent

BO Medical exclusion criteria

0 O 10 Allergy to stainless steel or polyester

0 O 20 Anaphylactic reaction to contrast material
0 O 30 Leaking/ruptured or symptomatic aneurysm
0 O 40 Uncorrectable coagulopathy

CO Anatomical exclusion criteria

0 O 10 Severe iliac artery tortuosity, occlusive disease or calcification

0 O 20 Proximal neck < 15 mm in length

0 O 30 Proximal neck, measured outer wall to outer wall < 18 mm or > 28 mm in diameter
0 O 40 Proximal neck angulated more than 60 degrees relative to the long axis of the aneurysm
0 O 50 Immediate suprarenal neck angulated more than 45 degrees relative to the immediately infrarenal neck

0 O 60 Proximal neck inverted funnel shape

0 O 70 Proximal neck with circumferential thrombus/atheroma
0 O 80 lliac artery diameter, measured inner wall to inner wall < 7.5 mm
0 0 90 lliac artery diameter, measured outer wall to outer wall > 20 mm at distal fixation site

0 100 liac artery distal fixation site < 10 mm

130 Renal artery stenosis > 80%
140 Unsuitable arterial anatomy

O O0ooo

110 Indispensable inferior mesenteric artery (IMA)
1200 Inability to maintain patency of at least one internal iliac artery
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Figure 10 Zenith AAA endovascular
graft main body and iliac legs.
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Figure 200 Deployment of Zenith AAA endovascular graft.

A: Insert delivery system over the wire, into the femoral artery. Advance until the radiopaque markers at the top of the graft material
are just inferior to the most inferior renal orifice.

B: Deploy the covered stents by withdrawing the sheath until contralateral iliac limb is fully deployed.

C: Manipulate catheter and guide wire through open end of contralateral limb into main body of the stent graft. Advance angiographic
catheter over the wire into the main body. Perform angiography to confirm position, then advance guide wire until curves inside the
main body.

D: Withdraw and remove the trigger-wire release mechanism. Loosen the pin vise and deploy the suprarenal stent by advancing the
top cap inner cannula until the top stent is fully deployed.

E: Introduce the contralateral iliac leg delivery system into the iliac limb overlaps from one to one and half. To deploy, hold the iliac
leg graft in position with the grey positioner while withdrawing the sheath.

F: Fully deploy the ipsilateral iliac limb withdrawing the sheath until the most distal stent has expanded.

G: Withdraw the entire top cap and grey positioner, advance dilator and sheath assembly into the main body until ipsilateral iliac leg
overlaps a minimum one and half iliac leg stent. To deploy, stabilize the iliac leg with the grey positioner while withdrawing the

sheath.
H: Expand the molding balloon with diluted contrast media in the area of the infrarenal neck, iliac limb overlap and the distal fixation site.
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Table 200 Endoleak classification

Type |
Type 1l
Type 11

Type IV Leak caused by graft fabric porosity

Peri-prosthetic leak occurring at the proximal and/or distal attachment zones
Leak caused by retrograde flow from patent lumbar or inferior mesenteric arteries
Leak caused by a defect in the graft fabric, inadequate seal, or disconnection of modular graft components
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Table 30 List of institutions

Number of cases

Nara Medical University 45
Tokyo Medical College 30
Yamaguchi University 12
Mie University 10
Total 97
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Figure 30 AAA treated with Zenith AAA. C
A: DSA, pre A ‘ B ’7
B: DSA, post D
C: CT, pre

D: CT, 1 year

The aneurysm is successfully excluded with stent graft (A, B), and the diameter of aneurysm is reduced
remarkably at 1 year (C, D).

: <' - i __J"

Figure 40 AAA treated using Zenith AAA with embolization of right internal iliac artery.

A: DSA, Pre ‘ ’70
’ A| B

B: DSA, Post D

C: CT, Pre

D: CT, 1 year

After embolization of right internal iliac artery and placement of stent graft, the aneurysm is successfully

excluded (A, B). Follow-up CT at 1 year demonstrates the shrinkage of aneurysm (C, D).
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Table 40 Incidence of endoleak

Type Intra-ope 4 day- 3 months 6 months 1 year
discharge
| 2(2.10) 1(1.00) 1(1.10) 1(1.10) 1(1.10)
1l 7(7.20) 6(6.30) 5(5.30) 10 (10.900) 9(9.80)
1 1(1.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00)
v 1(1.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00)
I+ 1+ 1V 1(1.00) 0(0.00) 0(0.00) 0(0.00) 0(0.00)
12 (12.40) 7(7.30) 6 (6.40) 11 (12.00) 10 (10.90)
(n - 93)
1
@ Total number of
—_ patients with size
§ &0 50/93 increase = 2
41/93

2 60 A4

C=]

| o -

Q40

=] 53.8

@© 441

o LT Vawy

Decreased < -5cm  No change < +5cm

Increased = 5cm

Figure 500 Change in aneurysm size at 1-year followed up.
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Table 500 Anatomical features

Length Current study US study
L . CT 111.8 + 13.7* 118.2 + 13.8*
Lowest renal artery to aortic bifurcation (mm)
DSA 1185+ 154 119.2 + 17.6
CT 29.1 +11.8* 35.6 £ 13.6*
- DSA 37.6 £ 11.0* 48.1 + 17.1*
Common iliac artery (mm)
CT 31.9 +£14.0 35.6 + 14.6
DSA 39.6 + 12.4* 54.3 + 13.1*

*statistically significant (t-test)

Table 601 Diameter of main body and iliac leg

Current study

US study

Main body diameter (mm)
lliac leg diameter (mm)

25.4 % 2.4* (n=97)
15.1 + 3.7* (n = 194)

28.3 % 2.5* (n = 350)
16.2 + 3.2* (n = 697)

*statistically significant (t-test)
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Clinical Trial of Zenith AAA Endovascular Graft
for Abdominal Aortic Aneurysm in Japan
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Ninety-seven patients with infrarenal abdominal aortic aneurysm (AAA) were treated using Zenith AAA
endovascular graft (Zenith AAA) in a4-institution prospective study. In all 97 patients, Zenith AAA were placed
correctly at the target site and procedural success rate was 99%. Therate of endoleak was 10.9% (Typell: 9, Type
I: 1) at 1 year. The size of aneurysm decreased or remained unchanged in 97.8% at 1 year. No migration of stent
graft was recorded. All renal arteries covered by bare portion of the stent graft were patent except in two patients,
which were successfully dilated with Palmaz stent and by balloon PTA respectively. lIliac artery dissection or
stenosis in 3 patients were successfully treated with Wallstent. On the basis of follow-up resultsin the clinical trial,
the Zenith AAA appears to be safe and effective in treating AAA in Japan. (J Jpn Coll Angiol, 2007, 47: 53-63)
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