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Introduction

* Evaluation of EVAR is about durability

* Correct endpoints are:

— Longterm Aneurysm related mortality
— Late rupture

— Late complications requiring reintervention

European C3 Module (GRT 10-12)

Global Registry for Endovascular Aortic
Treatment

GREAT
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Disclosures

* Consultant & Speaker for Gore
* PI for Gore C3 Study in Europe

C3 Excluder Stent-graft
(GORE®EXCLUDER® AAA Endoprosthesis featuring C.

* Stent-graft design unchanged

Unique history
A low-permeability film layer, added in 2004, is the only modification made to the GORE® EXCLUDER® AAA Device.

Requiring so few regulatory changes, compared to currently available endographs, signals the enduring quality
of the design

Real-world Performance of the New C3 Gore Excluder Stent-Graft: 1-year
Results from the European C3 Module of the Global Registry for
Endovascular Aortic Treatment (GREAT)

ELG. Verhoeven **, A. Katsargyris °, P. Bachoo °,T. arzon ©,R. Fsher °, D. Etles °, JR. Boyle ', J. Brunkwal , D. Bockler ',

H.J. Florek, . Stella ', P. Kaspraak , . Verhagen ™, V. Riambau ", on behalf of the GREAT European C3 Module Ivestigators.

* August 2010-December 2012
* 13 European Centers
* 400 patients
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Early Results Aortic Related Mortality @ 10 Yrs: 1.3%

Kaplan-Meier Analysis: Aortic Related Mortality

T

* Technical Success: 99% (396/400)
— 2 Conversions
— 2 Unplanned renal chimneys

Freedom from Aortic Related Mortalty

* 30-d Mortality: 0.5% (2/400)
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* 30-d Reintervention: 0.5% (2/400)

Device related Reintervention @ 10 Yrs: 18% Freedom from Aortic Rupture @ 10 Yrs: 99.2%

Kaplan-Meier Analysis: Device Related Reintervention Kaplan-Meier Analysis: Aortic Rupture
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Sac Behaviour @ 10 Yrs Key Outcomes @ 10 Yrs

* Decreased: 65.8% Aortic Rupture: N=3 (0.8%)

* Stable: 25.3% Migration: N=2 (0.5%)

* Increased: 8.9% Endoleak Type 1A: N=11 (2.9%)
Limb Occlusion: N=3 (0.4%)
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Late Results

Limb Occlusion
Type la Endoleak

* N=3/800 (0.4%)
—% (2/332) — Thrombectomy: N=2
de IFU: 13.2% (9/68) £ o — Thrombolysis: N=1

Outsde IFU
Iside Ry

Nuremberg C3 Experience

Follow-up
Mean: 48 £32 m

* August 2010 — November 2023 Type la Endoleak: N=6 (1.3%)
Limb Occlusion: N=2 (0.4%)

Typ IB Endoleak: N=5 (1%, treated with Limb Extension)
(elective 412, symptomatic 16, rupture 22)

— N= 450 (CXT 44)

Confounding Factors Aortic Related Death: N=1

Y N — aortoenteric fistula and conversion at 3 months
— EVAR with Cook Zenith: N = 385

(was most probably aortoenteric fistula to start with)
— FEVAR: N= 742

Follow-up Late Failures

« Estimated freedom from reintervention
— 94.7%+1.2% at 1 year ) Ruptures: N=0
— 91.4%+ 1.2% at 2 years J
— 88.7%+ 1.9% at 3 years

— 81%+2.7%at 5 years Proximal Endoleak: N=6 (1.5%)

— R/ FEVAR: N=3
— R/ Conversion: N=2
— R/ Endoanchoring: N=1

* Aneurysm Sac change during Follow-up
— aneurysm sac shrinkage: (>5 mm): 47.1%
— stable aneurysm diameter: (-5 to +5 mm): 46.8%
— aneurysm sac growth: 6.1%
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Conversion after 3 Years

EVAR in ,Double Bubble Short

Neck, FEVAR @ 5 yrs.

Conclusions

Gore Excluder stent-graft is the leading global “Work Horse” for EVAR

* Excellent Long Term Outcomes
— Very few Type la Endoleaks inside IFU
— Late ruptures very rare.
— Limb are second to none!




