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Preliminary

Durability of branches in branched and fenestrated
endografts

Tara M. Mastracci, MD, Roy K. Greenberg, MD, Matthew J. Eagleton, MD, and Adrian V. Hernandez, PhD,

Cleveland, Ohio (J Vasc Surg 2013:57:926-33.)

* Since so many years, bridging stents (BS) in b/fEVAR are efficient,
durable and are rarely the cause of patient death
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Preliminary

* Nevertheless, bridging stent may leads to potential technical
problems during Follow-Up

Component Component Stent Fracture Stent
Separation Separation Dislocation
(2 Stents)
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Globally excellent results

VS

Review > J Endovasc Ther. 2025 Dec;32(6):1969-1980. doi: 10.1177/15266028241231882.

Epub 2024 Feb 23.

Outcome of the Be Graft Bridging Stent in
Fenestrated Endovascular Aortic Repair in a High-
Volume Single Center and an Overview of Current

Evidence

Daniel Becker ', Carlota Fernandez Prendes ', Jan Stana ', Kostas Stavroulakis ',

Nikolaos Konstantinou 1, Ahmed Ali T, Barbara Rantner 1, Nikolaos Tsilimparis

Results: A total of 113 patients (93 male, mean age 71.1£9.7) and 440 TV (14 scallops and 426
fenestrations) were included. Of the 440 TV, 406 received primary stenting. Be Grafts were used in
88.9% of these (n=361; celiac trunk [CT]=67, superior mesenteric artery [SMA]=98, right renal artery
[RRA]=97, and left renal artery [LRA]=99). The technical success rate was 99.4% (359/361). The 30-day
TV instability rate was 0.27% (1/361) with one early renal artery occlusion. During a median follow-up
of 20 months (6-32), TV instability rate was 0.8% (3/361). Freedom from TV instability was 99.3%,
98.8%, and 98.8% at 1, 2, and 3 years, respectively.

Conclusion: Early-term and mid-term results regarding TV instability are satisfactory and support the
use of BeGraft as BSG in FEVAR for cAAAs and TAAAs.Clinical ImpactThe findings of the current study
show that the use of the BeGraft stent graft as bridging stent in FEVAR is associated with a high
technical success and low early and mid-term instability rate and support the standard use as a

bridging stent in fenestrated aneurysm repair.
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Balloon expandable covered stent and BS

* Only few stents have indication as BS in fEVAR in 2026

November 20, 2024 October 13, 2025

Bentley’s BeGraft and BeFlared Gain TUV Getinge’s Advanta V12 Covered Stent Approved in
Certification as Bridging Stents for FEVAR Europe for Bridging Indications

EOEO OO E

November 20, 2024—Bentley InnoMed GmbH announced it has

. October 13, 2025—Getinge announced that its Advanta V12
been granted two TUV certificates that extend indications for its

_ o o . covered stent system has received approval in Europe for use NAA
stents in complex aortic interventions in all countries that o .
' as a bridging stent in fenestrated endovascular aneurysm 2
recognize CE Mark approval.

repair (FEVAR), branched endovascular aneurysm repair

One certificate is for the Bentley BeGraft stent as an on-label (BEVAR), and iliac branch device (IBD) aneurysmal repair. The -

bridging device and the other certificate is for the newly CE Mark approval was granted under the European Union
developed BeFlared, a dedicated bridging stent, for fenestrated B . .

) Medical Device Regulation.
endovascular aneurysm repair (FEVAR).
In the coming weeks, selected clinical centers will be The company advised that the new approval expands the device’s existing indications for renal and aortoilias
implanting the new Bentley covered stents for FEVAR

procedures. The official market launch is planned at LINC 2025,

occlusive disease.

“We've used Advanta V12 for years in advanced aortic procedures, and this CE Mark finally matches the

the Leipzig Interventional Course to be held January 28-30in . . . . . . .
Leinzi pGg i evidence we’ve seen in practice,” commented Professor Tilo Kélbel, MD, in Getinge’s press release.
eipzig, Germany.

According to the company, the path to certification was paved Prof. Kélbel, who is a vascular surgeon at University Hospital Hamburg-Eppendorf in Hamburg, Germany,

by results from a study conducted by Professor Eric Verhoeven,

continued, “To now have a single, proven device that's approved for bridging in FEVAR, BEVAR, and IBD

MD, who is Professor of Vascular Surgery at the Paracelsus . .y " .. e .
aneurysmal repair is a huge step forward, not just in regulatory clarity but in simplifying and optimizing
Medical University in Nuremberg, Germany. In July 2022, Bentley announced the completion of recruitment patient care”

et of more than 100 patients at 10 centers in the BGP Stent as Bridging Stent in FEVAR study evaluating the
safety and performance of FEVAR using the BeGraft peripheral balloon-expandable covered stent as a In the United States, Advanta V12 is marketed as the iCast covered stent system, which received FDA . d . b
bridging stent in complex aortic aneurysms. Commencement of the multicentric clinical trial announced in premarket approval for bridging stent use in aneurysmal disease in July 2025, noted Getinge. Mlﬂ tO le

March 2021.



lcover stent graft

* 80 % of my personnal practice in fEVAR

* Excellent results for technical success and FU
* Excellent visibility with 3 tatalum markers

* Need for an approval as BS
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FenCo protocol

Wascular

iVascular — fenCo — CIP — 2025-12-11 - v1.3

iVascular

therapies for living

Clinical performance and safety assessment of the use of
iCover balloon expandable covered stent (iVascular)
implanted as bridging stent in FEVAR (fenestrated
endovascular aortic repair) for the treatment of complex
abdominal aortic aneurysms

Clinical Investigation fenCo
ID-RCB/CIV-ID: CIV-FR-25-07-053858
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Fenco Protocol

* Coordinating investigators: Pr E Ducasse + Pr V Riambau
e Sponsor: lvascular

* Participating: up to a maximum of 26 sites across France, Belgium,
germany, netherlands and spain

e Clinical investigation conducted to demonstrate conformity of the
device CE marked and used outside the scope of its intended purpose
(MDR Art. 74(2))

* The clinical investigation is confirmatory to get for a new indication
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FenCo Protocol

* FenCo is a European Multicentric, Prospective, single arm study

* The conduct of the study is part of the usual practice and is not
specific to the study

* 165 patients will be included

IVS Let Knowledge Flow, from Mind to Limb



FenCo Protocol

* Inclusion period: 18 months
* Follow-up period: 12 months
e Study duration: 30 months

* PRIMARY ENDOPOINT

 Efficacy: to evaluate the BS patency as an absence of binary restenosis at 12
month visit

» Safety: to evaluate the absence of target vessel instability between
implantation and 12-month visit
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FenCo Protocol

e 15 secondary objectives
* EX: technical success
* Absence of aortic endogarft migration @ 6 and 12 months
* Absence of aneurysm related secondary endovascular procedure

* 15 secondary endpoints

EX: rate of stent without endoleaks linked to Icover stent defects
Rate of patient without increase of >5 mm in maximum sac diamter
Rate of in-hospital pots procedure mortality
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FenCo Protocol

* 12 inclusion criteria

VS

Anatomy strictly in accordance with IFU
e COOK Medical/Terumo Aortic

* Additional Icover stent, if necessary could be place in the same target artery

Landing zone in the target vessel of at least 10 mm
Target vessel with a diameter between 5 and 10 mm
No early significant branching from the target vessel
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FenCo Protocol

e 21 exclusion criteria
* EX: emergent setting
* Thrombus in the aortic sealing zone and TV with thickness >to 3 mm

* Patient who has been implanted with any stent type or brand other than
Icover as a BS in any target artery
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FenCo Protocol

Data collection and adverse events
And device failure collection during FU

Vo Vi V2 V3 v4
Inclusion Intervention  Discharge Si::::\::zt?::t lfn:\:r:z:sﬁzzﬂ
Eligibility criteria X
Informed Consent Form X
Age, gender X
Cardiovascular risk X
Chronic pathologies X
Indication and location X
Angio CT scan X X X
X
Angio CT scan or Injected CBCT up to 90
days

Renal function clearance X X X X
Heparin and antiplatelet therapy X X X X
Data on intervention X
Successful introduction and
deployment of the iCover stent X
and endograft
Aortic surgical conversion X
Lower extremity ischemia X X X X
Mesenteric ischemia X X X X
Death X X X
Rupture X X X
Reintervention X X X
Adverse events X X X X
Device deficiencies X X X X
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FenCo Protocol

* Bordeaux is now open as center
e First inclusions started in most centers
e Others centers will join during next coming weeks

* Lot of expectation for Icover labelisation and BS + fEVAR data
collection on large number of highly selected patients
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iCover studies

RfenCo

Clinical performance and safety
assessment of iCover as BSG (bridging
stent graft) in FEVAR

STUDY TEAM
STUDY DESIGN ‘
v" Prospective " Pl
v Multicentric Prof. Ducasse
v' Single arm (H. Bordeaur)
v Pre-market Prof. Riambau
(H. Clinic Barcelona)
OBJECTIVE ENDPOINTS N. FU. SITES. TYPE
Assess  iCover as @ Efficacy: Bridging stent patency Y ’
bridging stent for FEVAR at 12 months. N=165
for the treatment of FU = 6, 12 Months
complex abdominal aortic Safety: Absence target vessel POPULATION Sites = 24
aneurysms. instability describe as a Patients suitable for .
composite endpoint of any treatment of a juxta or ‘ ' ‘ '
branch-related complication at  para-renal aneurysm .
12 months. with a3  fenestrated a

b endoprosthesis. W v
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XfenCo stupy e

SITE ACTIVATION & RECRUITMENT

It is a pleasure to announce that 2 new sites have been activated! Imelda Zekenhuis
and ZOL Genk

SITE STATUS Al SIS
Hospital Clinic de Barcelona Active

CHU de Bordeaux Active

CHU Lille Imelda Ziekenhuis Active
CHU Toulouse Active hoJesseInHasseft

HP Villeneuve d’Asq Active
APHM La Timone

CHU La Cavale Blanche Active
Hopital St Joseph Active
HP Les Franciscaines

ZOL Genk Active
Grand Hopital de Charleroi

Maria Middelares

CHU de Liege

Study Enrolment

SRR R R
I G R .
¢ & ¥ ¥ ¢ ¢ &K RN

¥ {®F ¥ ¥y & & F L
——ESTIMATE  =mmm ENROLMENT

Updated 28MAY26

N patients

1MED Project Manager

Carole.Delaunay@ 1med.net

CHU Bordeaux

Recruitment by active sites

CHU Toulouse - 2]

le
-
m -
m -

de Barcelona
Hopital St

CHU La Cava
Blanche
Hospital Clinic

iVascular Clinical Lead

Idomingo@ivascular.global

Joseph

Imelda
Ziekenhuis . @

HP Villeneuve

d'Asq

o

ZOL Genk

i\Vascular

therapies for living
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REICO STUDY

e 154 retrospective evaluation of Icover implanted as bridging stent in
fEVAR procedure with a 1 year FU at least since 05/2021

* INCLUSION CRITERIA

» fEVAR procedure between 05/2021 and 12/2024 - received at least one
Icover stent as a bridging stent — to bridge a fenestration in the renal or
visceral arteries —with FU imaging and existing medical data — non
oppposition letter....

* EXCLUSION CRITERIA

» Target vessel with severe (>50%) pre stent stenosis — target vessel less than 5
mm diameter — Cl for anti-platelet therapy...
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iCover studies

STUDY DESIGN

v' Retrospective
v" Multicentric
v' Single arm

OBJECTIVE

To evaluate the safety and
performance of the
iVascular iCover stent used
as a bridging stent in

FEVAR for complexr
abdominal aortic
aneurysms.

VS

ENDPOINTS

Efficacy: Bridging stent patency
at 12 months

Safety: Absence target vessel
instability described as a
composite endpoint of any
branch-related complication at
12 months.

ReiCo

Evaluation of iCover as BSG (bridging
stent graft) in FEVAR.

POPULATION

Patients treated with
the iCover stent a3s
bridging stent in FEVAR
procedures performed
between 05/2021 and
12/2024.

STUDY TEAM

= Pl
Prof. Ducasse
(H. Bordeauw)

N, FU, SITES, TYPE
N=154 Enrollments:
FU = 6, 12 Months
Sites =3 118 / 154
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ReiCo Study

Discover the latest study updates

STUDY STATUS & TIMELINES

Date: 02 June 2026
Edition 5

Only 36 subjects left —let’s go!

g
Prof. Ducasse ease do not
(Bordeaux) 25 e 229 forget to create
repeating data
forms for
Prof. Nasr
(Brest) 32 119 41 B - target vessel
- device
: - AE’s, DD',
3\;3‘::5;3 31 154 1 ConMed
N (PDs)
118 /154 319/271

We kindly ask you to continue entering eligible subjects and to

complete outstanding data entries as soon as possible.

The earlier entries are finalized, the better for timely analysis.

Your ongoing commitment is highly appreciated and crucial to the

study’s success.

Thank you for your involvement & continuous efforts!
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THANK YOU FOR YOUR ATTENTION
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