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Objective: To evaluate the real-world safety . .
and performance of Cook Medical’s &
Custom-Made Stent-Graft Devices (CMD) o

by analyzing consecutive cases across multiple e

high-volume centers throughout Europe.

The CMDs are manufactured by Cook Medical
based on the Zenith platform.
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Device Usage - Main CMDs

Main CMD Devices
Arch / Distal Arch 146
Arch Branch Graft 100
LSA Branch Graft 25
Arch Fenestrated Graft 21
Fenestrated CMDs 557
Preloaded AAA Fenestrated Graft 220
TAAA Fenestrated Graft 289
AAA Fenestrated Graft with Bifurcation 48
Branched CMDs 199
TAAA Branch Graft 197
AAA Graft with Branch 2

Patient Demographics
Patient characteristic Proportion of patients (%) or
Mean = SD

Men 78.7%

Women 21.3%
Mean age (years) 724+85
ASA Classt

1 0.5%

2 14.0%

3 74.6%

4 10.7%

5 0.1%
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Number of Targeted Vessels Treated

Left common carotid artery (109)
Right common carotid artery (15) \ » //\\ Left

artery (117)

Right artery (13)

artery (91)

2)

St or 6 vi arteries (92)

Celiac artery (692)

A #——— Superior mesenteric artery (752)

Right renal artery (745) 8
D~ l l Left renal artery (742)

Procedural Measures

Hospital stay (days), 6 55 5 4
median

ICU stay (days), median 1 1 1 1
Procedure duration (mins), 189 215 165.5 169
median

Fusion imaging (%) 85.6% 88.5% 90.3% 89.5%
CO2 flushing (%) 63.0% 15.9% 12.5% 12.6%
Fluoroscopy time (mins), 38 66.5 53 54
median

Procedural

Failed Bridging Stent Placements

Success
Measures

Very high suc
rates for main device

TAAA
L1
(%,

N=100)

Measurement
N=140)

TAAALY,  JR-AAA
PR-AAA (%,

(%, N=211)  N=377)

Successful

deployment. deployment of

5 ’ 97.1%  99.0% 99.5% 99.7%

r Arch main CMD graft

f (%)
bridging stent Successful
placement for patients catheterization and

97.1%  94.0% 96.2% 96.0%

with TAAA extent I-
1IT aneurysms.

placement of
bridging stents (%)

[
=
) S
Superior mesenteric /" l
artery stent (2) Left renal artery
stent (6)
Right renal artery =
tent (6 \} jori
stent (6) The majority of

bridging stent

- Celiac artery stent (23)

failures were in the
celiac artery.

q Arch  TAAA  TAAAILV,
Major Adverse e o \
Events NS113)
thrOllgh 30 Stroke 7.5% 0% 0% 0.5%

Spinalcord  0.7%  6.2% 23% 05%
Days ischemia
30-day mortality .
a Paraparesis  0.7% 2.7% 0.9% 0%
and rupture r:
) P Paraplegia 0% 1.8% 0.9% 0.5%
are low.
A i Aortic 07%  0.9% 0% 0%
s expected, rupture
stroke rates are higher Mortality
in Arch patients and In hospital ~ 3.4% 0.9% 1.4% 0.5%
SClI rates are higher in 0-30 days ~ 3.4% 1.8% 1.4% 1.3%

TAAA I-1II patients.

Major Adverse Events through Follow-Up

Stroke

Spinal cord ischemia

Paraparesis
Paraplegia
Aortic rupture

Mortality

Rates include 30-day adverse events. Overall mean follow-up 307.2 + 188.1 days
for adverse events and secondary interventions.

Arch AAA
(%, N=146) 'N'ill:;")
8.9% 0.9%
3.4% 62%
0.7% 2.7%
1.4% 1.8%
1.4% 0.9%
8.9% 62%

TAAALY,
PR-AAA

(%, N=216)
0.5% 1.0%
2.3% 0.8%
0.9% 0.3%
0.9% 0.5%
0% 0%
5.6% 4.4%
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Conclusions
Arch TAAA I-IIT -ll-’R NG JR-AAA
0, N= 0, N= -AAA 0 N=:
(%, N=146) (%, N=113) (%, N=216) (%, N=389)
" " " Y  Favorable success metrics and procedural outcomes reported for this challenging
ii.ii(::g::i};n 1a4% 13:3% 93% 8.5% patient population.
+ Promising early safety outcomes: low rates of mortality, rupture, and open conversion.
Percutaneous 10.3% 9.7% 7.4% 6.4% . X . . R . N
« Prospective data collection efforts are critical for optimizing outcomes from complex
endovascular aortic interventions and understanding patients’ needs.
Surgical 4.1% 71% 1.9% 2.6%

* The large number of patients enrolled in the European Aortic Data Collection Registry
will enable robust subgroup analyses based on device type, primary indications, patient

Reasons for reintervention: sex, and more.

Percutaneous: device fracture, kink, or stenosis;

Secondary i

Interventions Surgical: a

femoral bleeding, hematoma, limb ischemi;

PR RO _

BESAFE: Dedicated Bridging Stents
CE approved

EndovaRscuIar
ortic Repair
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Research Letter

Initial Experience with the BeFlared
Bridging Covered Stent for Fenestrated
Endovascular Aneurysm Repair

Athanasios Katsargyris ® & &, Stephan Haulon , Eric L.G. Verhoeven ¢,

Early Launch Collaborators
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Prospective Multicentric Evaluation
84 FEVAR, 310 BF implanted

Eric Verhoeven / Thanos + Maria Antonella Ruffino

Katsargyris + Andrew Holden
Johannes Kalder * Nikos Tsilimparis

Giovanni Pratesi + Barend Mees

Tilo Kolbel / Giuseppe 7
Panuccio

Tim Resch
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RESULTS: A total of 84 patients were included (75 male, 73.2 + 7.3 years). TV

catheterization failed in 2/312 (0.6%) TV. PeFIared stenting was successful in all cases fafter

TV catheterisation (n=310). During the procedure, 13 BeFlared stents (4.2%) required

secondary inflation and additional stents|were implanted in 6 TVs (1.9%). The mean

procedural time was 162 -+ 60 min.[on all stents were patent|and one

renal stent type IC endoleak was noted (0.3%)] Post-operative CTA confirmed the

intraoperative type IC endoleak (0.3%), which is pending reintervention, and additionally
revealed one renal stent stenosis (0.3%). There was no stent occlusion, kinking, fracture, nor
stent-related secondary procedures, resulting in a freedom from TVI of stented TV at one

month of 99.3%.

St é:? université
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Table 4. Early (30 days) safety and effectiveness for 310 implanted BeFlared stents

Stent-related reinterventions 0* (0)

Device integrity and performance

BeFlared stent occlusion 0(0)
BeFlared stent stenosis 1(03)
BeFlared stent kinking 0(0)
BeFlared stent fracture 0(0)
Type le/Ille Endoleak** 1(03)

Freedom from target vessel instability (TVI) at one-month ** 99.3% (304/306)

Values are n (%) unless otherwise indicated.

* One stent related reintervention is scheduled for the type Ic endoleak

** One patient (4 BS) had a non-contrast enhanced CT and could not be assessed for stent
endoleak or TVI. ]
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Journalof Impact of a new stepped balloon for bridging stent implantation
Vascular Surgery . . p
on procedural time and radiation exposure in fenestrated
endovascular aortic repair
Federico Francisco Pennetta, MD.” Mickael Palmier, MD.” Laure Laporte, BE Alexandre Oliny, MD.

Emanuele Carmelo Grasso, MD," Dominique Fabre, MD, PhD." and
Stéphan Haulon, MD. PhD.” Buc and Paris France

ABSTRACT
Objective: a bridging stent

and carly endovascular aortic repar (FEVAR)
Methods: A retrospective study was conducted on patients treated with four-fenesiration FEVAR at & high-volume

flaring characteristics. and 30-day outcomes. Postoperative computed tomography maging-assessed BS positioning
sealing. and flaring diameters.
Results: In total 60 patients with 240 TVs were included. The stepped balloon stepped balloon 85 graup (n
showed significantly shorter median total stenting time (113 minutes; interquartle range (IQR]. 10912 minutes)
minutes: P < 001) Total
stenting DAP was aiso significantly lower with the stepped balloon (45 Gy cr? vs 93 and 114 Gy cr. £~ 001, Fluo.
P Vs (P < 001 the stepped v
(celiac trunk P — 002 superior mesenteric artery P — .00Z: right renal artery P = 00, and lsft renal artery P — 1261
Technical success was 1009 in all groups. with no significant difference in complication rates. One-month computed
patency of all performed for a celac trunk
stent fracture,with an found on the Pl

‘Conelusions: The use of B55 with stepped balloons and steerable sheaths n FEVAR significantly recuced stenting time
and radiation exposure while preserving procedura safety and improving flaring characterstcs. These fincings suggest
repair. Further
prospective, mulicentr studies are warranted to confirm these favorable early outcomes. ) Vasc Surg 2025.110)
(eywords: Fenestrated endovascular aortic repair (FEVAR). Stepped balloon bridging stent (BeFlared): Radation
exposure: Stenting time: Procedural eficiency
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Reduced Time/Radiation

Independent-samples Kruskal-Walls Test

i

BeGraft and Preloaded _ BeGraft and Steerable BeFlared
Sheaths

Total DAP (Gy.cm)

PROCEDURE

Fig 4.

1530
indicate extreme outliers (values more than 3 times the IQR).

FLARING DIAMETER

CELIAC TRUNK FLARING DIAMETER (mm)

Independent-Samples Kruskal-Wallis Test
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Begraft and Preloaded BeGraft and Steerable
PROCEDURE
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The FEVAR Revolution!

- BEFLARED = GAME CHANGER

- Faster & Safer procedures
- Reduced radiation exposure
- Reduced technical issues .
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