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Why is this infrarenal EVAR device so significant?

INVITED COMMENTARY
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Why? 80%¢+ of all AAA’s in USA

3

The Next Generation EVAR device “wish list”  circa 2008

v,

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 Pl 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




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
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One-year results of the GORE EXCLUDER Conformable AAA
Endoprosthesis system in the United States regulatory trial
Robert Rhee, MD.” Gustavo Oderich, MD.” Sukgu Han, MD. Chandler Long, MD.* Patrick Muck, MD.*

Erin Moore, MD and Jon Matsumura, MD? For the EXCC investigators, Brookiyn, NY: Houston. T: Los Angeles,
Ca: Durham, NC; Cincinnati, OH; Jacksonville FL: and Madison, Wi

ABSTRACT
Objective: To report the T
the US regulatory trial.

ORE EXCL

Methods: The study is a prospective, multicenter, investigational device exemption clinical trial at 31 US sites with core
laboratory assessment of imaging and independent event adjudication. The primary safety (incidence of major adverse
events at 30 days) and effectiveness end points (successful aneurysm treatment at 1 year) were assessed in  cohort of
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demonstrated with 985% freedom from primary effectiveness end point events at 1 year and 100% freedom from pri-
mary safety end point events assessed through 30 days. (J Vasc Surg 2022.76.9519.)

respiratory failure. renal failure. procedural blood loss of more than 1000 mL_ or thromboembolic events including limb
occlusion or distal emboli. There were o type | or il endoleaks detected on the 1- &- or 12-month follow-up computed
tomography scans. There were no stent fractures. device migrations (=10 M), AAA ruptures, or conversions to open
surgical rep: v had more than 5 mm at Ilendoleaks There
wera no aneurysm-related deaths within the 12-manth follow-up, and freedom fram aneurysm-related mortality was
100% through 1 year.

Conelusions: The safety and effectiveness of the GORE EXCLUDER Conformable AAA Endoprosthesis system has been
demonstrated with 98.5% freedom from primary effectiveness end point events at 1 year and 100% freedomn from pri-
mary safety end point events assessed through 30 days. () Vase Surg 202276951-9)

Keywords: Abdominal aortic aneurysm; Endograft; Endovascular repair
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Three-year outcomes of a US pivotal trial substudy for conformable
endoprosthesis in =10 mm nonangulated neck anatomy

Dai Yamanouchi. MD. PhD, EMBA.** Gustavo S. Oderich, MD, Sukgu Han, MD. Chandler Long. MD. LR . o . - "‘“ 1
Patrick Muck. MD, Erin Moore, MD Jon S. Matsumura, MD," and Robert Rhee, MD for the EXCC Investi- e *;g
gators, Toyoake, Japan: Madison. Wisconsin: Houston, Texas: Los Angeles, California: Durham, North Carolina: sy @ao 20650 SRR ] R RS e ]
Ohio: Jacksonville. Florida: Aurora, Colorado: and Brooklyn. New York .
Typel 75 o/70 o/67 0/53 0/49 /78
ABSTRACT TypelA 0/75 0/70 0/67 0/53 0/49 0/78
Objective: To report the midterm clinical outcomes from the GORE® EXCLUDER® Conformable AAA Endoprosthesis Tyeis 0/75 0/70 o/67 /53 0/49 /78
system (EXCC) pivotal regulatory trial in the United States (US.). Typell 3175 (413%)  24/70(34.3%) 18/67 (26.9%) 16/53 (30.2%) 13/89 26.5%)  35/78 (4.9%)
Methods: This is a prospective. multicenter. investigational device exemption clinical trial at 31 U S. sites with Core Typell o/7s o/70 o/67 0/53 0/49 /78
Laboratory of imaging and of safety. The study enrolled patients with abdominal eV o/7s o/70 o/67 0/53 0/49 o/78
aortic aneurysms (AAA) with a minimum proximal landing zone =10 mm and proximal neck angulation of <60 degrees 3/75 (4.0%) 1/70 (1.4%) 3/67 (4.5%) 1/53 (1.9%) 0/49 7/78.(9.0%)
etween December 2017 and February 2019 as part of a larger study to gain indications of the EXCC device. Endpoints e N 2 2 . 5 -
included patient survival. freedom from secondary interventions. and stent-graft related outcomes, ot rom el b
Results: There were 80 patients enrolled (88.8% male. mean 75.5 814 years-old). Mean maximum aortic diameter was ST
57.7+80 mm (range. 425-827). There was 100% freedom from type | and Iil endoleak and aneurysm-related mortality at = 26 (34.7%) 27 (36.5%) 30/(51.7%) 32 (58.2%) -
36-months. Freedom from secondary intervention was 919  (0.83, 0.96. 95% C..) at 36-months. There were no device [ oceee | - 48 (64.0%) 46 (62.2%) 24 (41.4%) 17 (30.9%) -
fractures, migrations (=10 mm). or aneurysm ruptures. At 36 months, thirteen patients (26:5%) had type 2 endoleak. 32 ) 1(13%) 1(1a%) 4(69%) 6(10.9%) .
ts (58, d no change in diameter. and 6 (10.9%) had sac enlargement. Seven b | .
patients (8:8%) through 36 months underwent reintervention. /77 0772 062 /53 /47 /50
X sion LY o/7s 073 orss o/ss 080
Conclusions: The 3-year outcomes have continued to show an adequate safety and efficacy profile of the EXCC device o] o o3 o ] OET 7]
with no aneurysm related mortality or Type I/ll endoleak. These results demonstrate durability for an EVAR device in US [
/75 o/73 0/58 o/s5 0/s0
regulatory trials. (J Vasc Surg 2024:m1-11) S Roe 0/79 i i i /: &

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

KZ

Early outcomes of the Conformable endograft in severe neck
angulation from the Triveneto Conformable Registry

Stefano Bonvini, MD, PhD” Nicola Spadoni. MD.* Paclo Frigatti, MD? Michele Antonello, MD.*
Sandro Irsara, MD* Gian Franco Veraldi, MD Domenico Milte, MD.' Edoardo Galeazzi, MD?

Sandro Lepidi, MD!" Reinhold Perkmann. MD! and Sebastiano Tasselli, MD.* on behalf of the TricoRe.
Contributors, Trenta, Udine. Padova, Belluno, Verona, Vicenza, Trevso, Bolzano, and Trieste, Ialy

ABSTRACT
jective: The study reports retrospective evaluation of early outcomes from 3 multicentric experience with the
Excluder conformable endograft with active control system (CEXC Device) n the treatment of abdorninal aortc an-
eurysms. 5 design allows more flexibilty. Gven by proximal unconneeted stent fows and a bending wie within the
proximal angulation i

(SNA) subgroup (60"
Methods: Al =t cex enters of Triveneto area (Northeast Italy)
betueen January 2019 and July 2022 were enolled prospectively and analyzed retrospectively. Demographic and

€ Device in

respectively. Estimated freedom from reinterventions at 24 months was 92%. Aortic neck median postoperative angu-
lation was 75° (range, 45°139°).

e (range. 4596 mm) Medlian soric nfrarenal neck lengh, angulation and diameter were 22 mm [range, 5.58 mm).
77 (range. 60 1507) and 220+
major complation rate of 175 Intraoperative and peroperative morbidity and mortalkty rates were 35% (one buttock
cutdown) and 0%, respecti
The mecan ollow-upwas 13 months (range. 1-40 months) Five patients died during ollow-up from aneurysm-unrelatedt
endoleak. Ancurysm sac shrinkage was observed i 15 patients (2636) and ancurysm stabilty in 35 pationts (62561
respectively. Estimated freedlom ffom reimterventions at 24 monihs was 9206, Aortic neck medlian postoperative angu-
lation wias 75" range, 45" 139')

Conclusions: The Trivencto Conformable Registy shows Good early resuls of the CEXC device in severely angulatedt
sortic ifrarenal necks. These data need confirmation on longer follow-up and a wider cohort of patients o further n
SnA.
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High Neck
Angle
Substudy
>60 <90

From the Society for Vascular Surgery

Early results from the pivotal trial substudy of the GORE EXCLUDER
conformable endoprosthesis injangulated necks|

Robert Y. Rhee, MD.* Mahmoud W. Almadani, MD.* Dai Yamanouchi, MD Gustavo S. Oderich, MD:*
Sukgu Han, MD.* Erin Moore, MD.” and Jon S. Matsumura. MD.' Brookiyn, NY: Madison, Wi: Houston, TX:
Los Angeles, CA: Jacksonville. FL: and Aurora, CO.

ABSTRACT
Objective: To report the investigational device exemption study 1-year clinical outcomes of the high neck angulation
coRre

aortic aneurysms (AAAS).
Methods: This stucy
assessment of imaging and independent event adjudication. Anatomical criteia for enroliment in the HNA substudy

with aortic neck length =10 mm, Primary safety end points

failure. renal failure. and thromboembolic events. Primary effectiveness
from type | and Il endoleaks.

‘end points included technical success, absence
pen repair
February 2022 in the. Ofthe
95 patients. 71 7475) were male and the cohort average age was 744 years. The mean infrarenal proximal aortic neck
angle was 716" and the mean AR size was 629 mm. Overall technical success was achieved in 93 patients (97.9%),
Freedom from a primary safety end point through 30 days was 96.75; 3 (33%) patients had an estimated blood loss of
51000 mL in 94.85%. Four (43%) had a

1A endoleak: intervention after the procedure was not required and no subsequent interventions or sac enlargement
were noted in these patients. At 12 months. 29 patients (39.7%) experienced a type Il endoleak and 1 (13%) patient

] =5 mm, Through 12 months, 1 patient (135%) had
There were no aneurysm related deaths, ruptures or migration through 12 months

pair

Conclusions: the GORE EXCLUDER
Conformable AAA Endoprosthesis device in AAA with highly angulated necks (>60" and =90') are presenved at the 12
month follow-up. I Vasc Surg 2024 w1-9)




% 4 DEMOGRAPHICS & ANATOMIC CHARACTERISTICS

|Characteristics of
[Enrolled Patients
p (=T i N=95
ge, years, mean
o 74.4(7.23) imean (SD)
[Sex at birth, n (%)
Male 71(74.7) Maximum aortic diameter, mm 62.9 (11.8)
Female 24(25.3)
[Ethnicity, n (%)
Not Hispanic or 55026 42.7-103.1
Latino
Hispanic or Latino 3(3.2) .
Unknown 202 lAortic neck length, mm 21.3(10.1)
[Race’, n (%)
White 87(916) 10.0-57.0
Black or African 162 3 3
American 62
American Indian or 101 Infrarenal aortic neck angle
Alaska Native
Other 4(a2)
EYEorr T E— 61.0-90.0
s}
Range 169,663 1
Median
Primary Effectiveness Endpoint Through 12 months
Patients eligible for primary effectiveness endpoint analysis® N=77
Primary effectiveness endpoint success, n (%) 73 (94.8)
Technical Success, n (%) 75 (97.4)
Successful access, deployment, removal of delivery catheters, 77 (100.0)
patent, and access site closure
Site-reported Type I and Type III endoleak” 2(2.6)
Type I or Type Il endoleak at 12 months®, n (%) 0
Migration =10 mm*, n (%) 0
AAA enlargement =5 mm?, n (%) 1(1.3)
AAA rupture” n (%) 0
Conversion to open repair’, n (%) T(1.3) s
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%  PRIMARY SAFETY OUTCOMES

* Three patients with procedural
blood loss >1000 ml

* Agcess related complications

o Received blood transfusions

YW 12 month outcomes

AAA sac behavior Endoleaks
St | o v o o
High Angulation Substudy 6 Months |12 Months s I
T S N
[Substudy 76 75 ik 37000 [ aweea | smens | 3umaezs
[High Neck Angulation Substudy (> Tt T E T
Jo0° and < 90°) s [aaeT
Maximum Abdominal e o | o
" et P T e e
iameter from Baseline o |
(Core Lab) e Ao
- 5mm Decrease 22(28.9%)] 26(34.7%)|| s B W
e 7 s
No Change 53(69.7%)] 48(64.0%) '
L 5mm increase 1(1.3%) | 1(1.3%) | comemerien i e e

% /// 3 HAN subject November 2018 (6 months)

Neck 11mm
Sac 82mm




2 // 13-03 HAN subject December 2022 (5 year)

Sac 55mm

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

Endurant Ovation EXCC EXCC (EBx:tﬁ
(2010) (2012) (Short Neck) | (High Neck) N
Core Labt Core Lab GIS GIS GIS
Proximal Neck 80 95
Length (mm) n 150 161 175
N (<15mm) 15t 25 B 20 43
% (<15mm) | 10% 16% 29% 22% 25%
Follow Up
. 12 month 12month | 60 months | 60 months | 60 months
Duration
Indication 210mm 27mm 210mm 210mm 210mm

Proporin Fres fom Moralty Event

Time Post Trestment (daye)

Propertion Free rom Ancurysm Relted Morlalty
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/ ALL CAUSE ANEURYSM RELATED MORTALITY

Time Post Trestment daye)

/// Conclusions

* USA IDE trial data (main cohort) at midterm (3 years)
shows unprecedented durability and clinical results

* High angle (>10mm neck, < 90-degree angulation) IDE
trlgl 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

2, // No Dorothy, not every aortic patients needs to die with a full metal
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