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The Device
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. As Made and Loaded Anterior Markers
The design

Theoretical advantages:

+ Reduce the need for large sheaths on the

s complications in patie

stenosed iliacs

+ Allows treatment of patients with contralateral
S iliac artery occlusion
SrRaTe’
FENE + Descrease overall procedure time
SMa,
FENESTaATE,

Manifold with Labeis and Catheers
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Preloaded fenestrated with ipsilateral biport handle allows
for up to 6 target vessels to be targeted for below

Rerouting of the renal preloaded catheter in the
SMA/ celiac to facilitate 3rd/4th vessels from abov
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Results

[N | (U

Results n=712
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712 patients collected
16 centers included

Lt Moxim an University Hospital Germany. Nikelaos Tsiimparis / Ryan G. Melo

pedall Ciuil Hospitsl of Sreseis, Brescia - Luca Bertoglio
» University of il France - Jonathan Sobocisnky/ Thomas Mesnard

» Dspedsic Son Rafacie toly- Roberto Chiesa / Dillota Loschi
» Copennagen Uniersity - Tim Resch /Nicola Leane
» University o Boiogne, ety - Maure Gargiulo ] Enrique Gallits / Pacte Spath

Carlos Timaran /3esus Colon

» University Hospitals Birm ingham - Donald Adam / Am ro Elboushi
U Lune, Maimo, Sweden - Nuno Diss ] M. Wachtmeister / 8. Sonesson
- UTHS. Houston, USA- Gustavo Oderich, Emanuel Tenorio

» Hamburg Aot Canter, Germeny. Tilo Kolbel / Gluseppe Panuccio

Maris dells Misericoraia Haspital, Perugia, laly - Glosle Simonte / Glacomo Isernia
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Baseline Data

Patlent demographics Total
and risk factors NGO
Age (in years)” 73 (68-78)
Sex (male) 591 (83)
AsAtisk =3 631922)
Coronary artery disease 295 @1.4)
Hypertension 645 (90.6)
Hyperlipidemia 507 (77.0)
Smoking 464 (65.2)
corp 261 36.7)
Peripheral arterial disease 151 @2.1)
Type 2 Diabetes Melltus 96.(13.5)
Chronic kidney disease 223614)
(GFR<60)

Previous stroke or TIA 7901.1)

U A

Aneurysm subtype

Complex AAA TAAA

i

460 (64.6%)

Juxta-renal
288 (40.4%)

252 (35.4¢

Extent I-llI/V
153 (215

Para-renal
172 (24.2%)
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Preloaded Target vessels=1628
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Results

Device Design

«

d target vessels

Target vessels Median 4 (IQR: 3-
4)

>4target vessels  4.6%

Total number of

1628 (59% of all
preloaded TV

included TVs)

cessed from above
188 (6.8%)

Renals cr
1375 (49.9%) 25 (0.9%)
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Anatomical details:

*  34% had moderate-severe iliac calcification

+ 42% of patients had only one patent iliac axis

+ 24%of patients had iliac access <65mm

vt

KUNKUM DER UNIVERSITAT MUNCHEN'

Results
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ROUTINE USE
DONWARD FACING RENALS
STENOSED ACCESS

ILIAC OCCLUSION
ADDITIONAL TARGET VESSEL
ACCESS/AORTIC TORTUOSITY

PREVIOUS RENAL STENTING
STENOSED RENAL ARTERIES

PREVIOUS EVAR WITH SR..

PREVIOUS OPEN AORTIC...

Reported reasons for using

system
L 380%
lo21%

| 92%

s
=%
m.5%
n%

05%
05%
03%

Q0% 10.0% 200% 300% 40.0%
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Total
- N

Outcomes (30-day) oo
Technical success 72 684 (96.1)
Technical success using the MDPS. 685 664 (96.9)
30-day mortality 72 34 (4.8)
Major adverse events: 502 86 (17.1)
Access related complications 710 48 (6.8)
Early re-intervention 710 50 (7.0)

Aortic or side-branch related 42(59)

Non-aorti or side branch refated s
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Results VEITR o Target vessel patency

Freedom from re-intervention Overall Survival

] s 2 i 2 s @ 3 6 s o %
Time (months) analysi sme.
Numberatrsi Numbor atisk
620 w3 s om 22 w1 132 70 s s e 20 26
o5% 1 Survivor function 5%l Survvor unction N *
N N e i |
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Compared patency of preloaded versus on—prelga!ied vessels LMU v ey

Conclusions .

Primary patency of target vessels ‘
W —_—— The COOK® Modified Preloaded Delivery System with the

075 HR. 2.49 (95%CI 1.42-4.38) biport handle seems to be safe and effective in the

treatment of complex aortic aneurysms

—— Non preloaded from below fr—

—— Preloaded from below

Overall benefits include reducing contralateral sheath size,

easier cannulations in challeging anatomies and reducing
3 b3 ) ]

Follow-up (months)

Nambor sk surgery duration

Non-preloaded 1253 780 504 306 159

Preloaded 1265 il 501 300 157 ’
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