
11/21/24

1

1

How To Optimize Infrarenal Aortic Neck Sealing 
With Short Or Angulated Necks (> 60-90 

Degrees) Without Placing Branches In The Renals

The Unique Features Of The Gore Excluder 
Conformable AAA Endograft: >1 Year Results

Robert Rhee, MD
Professor of Surgery

SUNY Downstate College of Medicine
Chief, Vascular Surgery, Maimonides Health

Brooklyn, New York

VEITH 2024
2

•WL Gore
National Principal Investigator of 13-03 IDE trial
Consultant, Speaker

• GE Healthcare
Consultant

• Cook
Research, Education grants

• Boston Scientific
• Medical Advisory Board

Disclosures

3

Why?  80%+ of all AAA’s in USA

INVITED COMMENTARY

The continued need for infrarenal sealing endovascular
aneurysm repair devices
Robert Y. Rhee, MD, Brooklyn, NY

Treatment of abdominal aortic aneurysms (AAA) has
evolved from being a relatively high-risk surgical opera-
tion to a minimally invasive percutaneous endovascular
procedure in 2022. The development of endovascular
devices specific to this purpose represents remarkable
achievement in the evolutionary treatment of vascular
diseases and has transformed a deadly disease into a
more manageable medical condition. The report of the
W. L Gore Excluder Conformable (EXCC) US regulatory
trial reflects the latest generation of endovascular aneu-
rysm repair (EVAR) devices.1

Since its inception in the mid-1990s, the endovascular
AAA device has focused on achieving a seal below the
renal arteries to divert flow away from the aortic wall.
This premise still holds true today. The requirement for
long-term success is maintaining this seal in the aorta
below the renal arteries. The first-generation EVAR de-
vices were designed to seal in straight, uniform infrarenal
aortic necks at least 15 mm in length from the lowest
renal artery. As comfort with this treatment approach
grew, the original instructions for use were stretched to
the limit. However, these original devices were not
intended to seal hostile aortic necks, and many post-
EVAR complications ensued due to device migration or
neck degeneration.2,3

The EVAR concept was originally conceived by physi-
cians, and around 2007, physicians realized the limita-
tions of available devices.4 The medical device industry
realized the potential, and several aortic device com-
panies began development of next-generation EVAR de-
vices intended to expand viable treatments and reduce
the necessity for placing hardware into the visceral ar-
teries. Responding to the need, W.L Gore in particular
concentrated device development on minimizing the
possible long-term untoward effects of suprarenal fixa-
tion by maintaining the infrarenal seal and fixation. The
result was the EXCC device.

The cost of placing metallic devices into renal and
mesenteric arteries is relatively unknown. However, we
know that placing hardware across renal arteries has a
price, as evidence shows that metal across renal arteries
can deteriorate renal function in the long run.5 Placement
of renal and mesenteric stents also shows risk, both in
complicating the initial procedure and in long-term unto-
ward effects in end organs.6 As the evidence grows for
which patients benefit from suprarenal sealing tech-
niques, the need for continued advancement of infrarenal
sealing devices remains. Currently in the USA, the vast ma-
jority of endovascular aortic interventions are performed
with infrarenal sealing devices, a trend likely to continue.
The EXCC device was engineered to address the clinical

demands of most patients with AAA and fill the clinical
gap for patients with complex aortic necks. Because
most patients with aortic aneurysms are anatomically
infrarenal, this device will hopefully fill this crucial need
if the long-term outcomes are as outstanding as the un-
precedented 1-year US Regulatory Trial results (ref). AAA
disease is now a manageable and nonfatal vascular con-
dition because of the incredible R&D of device com-
panies. The future of AAA therapy is exciting and
should become safer andmore durable with each gener-
ation of EVAR devices.

The opinions or views expressed in this commentary are
those of the authors and do not necessarily reflect the
opinions or recommendations of the Journal of Vascular
Surgery or the Society for Vascular Surgery.
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Why is this infrarenal EVAR device so significant?
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The Next Generation EVAR device “wish list”      circa 2008

Control and Conformability 

1. Entire use of landing zones 
 “every mm of usable is neck used”

2. Stabilization and adjustability of 
device and delivery system during 
deployment

3. Conforming of the endovascular 
device to the native proximal aortic 
anatomy
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Timeline of “new gen” Excluder (Conformable)

• 2008  Vascular surgeon input from US, EU, Asia (n=11)
• 2009  R&D concept and budget approved (100m +)
• 2012  National PI named, trial budget approved (15m +)
• 2014-15  FDA/PMA discussions
• 2017  Regulatory IDE clinical trial begins
• 2020  FDA approval 15mm-60 degree indication
• 2024  FDA approval 10mm-90 degree indication



11/21/24

2

7

U.S. Pivotal Trial overview

Study design
Prospective, non-randomized study with two arms. 

▪Short neck sub-study (≤ 60 degree)
80 patients 

▪High neck angulation sub-study (> 60 < 90)
95 patients

8
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Variable 1 month, N (%) 6 mo 12 mo 24 mo 36 mo Total N (%)

Subjects 80 79 79 75 67 80
Subjects with CT scan 79 75 74 58 55 80
Endoleak 33/75 (44.0%) 25/70 (35.7%) 21/67 (31.3%) 16/53 (30.2%) 13/49 (26.5%) 36/78 (46.2%)

Type I 0/75 0/70 0/67 0/53 0/49 0/78

Type IA 0/75 0/70 0/67 0/53 0/49 0/78
Type IB 0/75 0/70 0/67 0/53 0/49 0/78

Type II 31/75 (41.3%) 24/70 (34.3%) 18/67 (26.9%) 16/53 (30.2%) 13/49 (26.5%) 35/78 (44.9%)

Type III 0/75 0/70 0/67 0/53 0/49 0/78

Type IV 0/75 0/70 0/67 0/53 0/49 0/78
Indeterminate 3/75 (4.0%) 1/70 (1.4%) 3/67 (4.5%) 1/53 (1.9%) 0/49 7/78 (9.0%)

Subjects with diameter change 
data (from baseline)

- 75 74 58 55 -

Change in maximum abdominal 
aortic diameter from baseline 

≥ 5 mm Decrease - 26 (34.7%) 27 (36.5%) 30 (51.7%) 32 (58.2%) -
No Change - 48 (64.0%) 46 (62.2%) 24 (41.4%) 17 (30.9%) -

≥ 5 mm Increase - 1 (1.3%) 1 (1.4%) 4 (6.9%) 6 (10.9%) -

AAA Rupture 0/77 0/72 0/69 0/53 0/49 0/80
Migration 0/79 0/75 0/73 0/58 0/55 0/80
Wire Fracture* 0/73 0/69 0/71 0/55 0/51 0/80

Extrusion/Erosion 0/79 0/75 0/73 0/58 0/55 0/80

Midterm (3 year) Results 13-03 EXCC short neck IDE trial

11 12

High Neck 
Angle 
Substudy
> 60 <90
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DEMOGRAPHICS & ANATOMIC CHARACTERISTICS
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Pretreatment measurements

mean (SD)
N=95

Maximum aortic diameter, mm 62.9 (11.8)

42.7-103.1

Aortic neck length, mm 21.3 (10.1)

10.0-57.0

Infrarenal aortic neck angle 71.6 (9.2)

61.0-90.0
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• Three patients with procedural 
blood loss >1000 ml
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12 month outcomes
AAA sac behavior Endoleaks
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13-03 HAN subject November 2018 (6 months)

Neck 11mm
Sac 82mm
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13-03 HAN subject December 2022 (5 year)

Sac 55mm
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ALL CAUSE 
MORTALITY

ANEURYSM RELATED MORTALITY
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Comparison to Similar AAA Studies (Neck Length 10-15mm Enrolled)

Endurant 
(2010)

Ovation
(2012)

EXCC 
(Short Neck)

EXCC 
(High Neck)

EXCC
(Both 

Substudies)
Core Lab1 Core Lab GIS GIS GIS

Proximal Neck 
Length (mm) n 150 161 80 95 175

N (<15mm) 151 253 23 20 43

% (<15mm) 10% 16% 29% 22% 25%

Follow Up 
Duration 12 month 12 month 60 months 60 months 60 months

Indication ≥10mm ≥7mm ≥10mm ≥10mm ≥10mm
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No Dorothy, not every aortic patients needs to die with a full metal 
jacket!
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•USA IDE trial data (main cohort) at midterm (3 years) 
shows unprecedented durability and clinical results

•High angle (≥10mm neck, ≤ 90-degree angulation) IDE 
trial arm (95 patients) shows same results as standard 
subset.

• A new frontier for safely treating high risk aortic neck 
patients with an infrarenal sealing AAA device

• The EXCC is being used in 10/90 anatomic situations 
throughout the world with excellent results in the 
ongoing registry out to 5 years

Conclusions
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