November 18-23, 2024 - New York City, NY ém VNN KBBOLORATA

VElTHSYMPOSIIJH N

Connecting The Vascular Community

Outcomes Of A Novel Off-The-Shelf Inner Branch
Stent-Graft (E-nside From Artivion) For Urgent TAAA Repair:
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DISCLOSURE

- Artivion Trial Investigator

- WL Gore Trial Investigator
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E-NSIDE TAAA MULTIBRANCH STENT-GRAFT SYSTEM
OFF-THE-SHELF
4 preloaded inner-branches

(MRS) Migration
Reduction System
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ARTIVION

E-NSIDE TAAA MULTIBRANCH STENT-GRAFT SYSTEM

Available sizes — diameters

* Proximal diameters:
38, 33mm

forrdiameter:

« Distal diameters:
30, 26mm

« Totarteng
222mm

CT, SMA diameter:
8mm

RILRA diameter:
6mm

Length:

20mm
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URGENT TREATMENT IN THE INBREED REGISTRY

Outcomes of off-the-shelf preloaded inner branch device for urgent
endovascular thoraco-abdominal aortic repair in the ItaliaN
Branched Registry of E-nside EnDograft
Michele Piazza, MD? Francesco Squizzato, MD* Michelangelo Ferri, MD® Giovanni Pratesi, MD®
Emanuele Gatta, MD.” Matteo Orrico, MD.* Rocco Giudice. MD. and Michele Antonello. MD, PhD.* on behalf
of the INBREED Investigators, Padua, Turin, Genoa. Ancona, and Rome. Italy

J Vasc Surg. 2024 Nov;80(5):1350-1360.e4

« INBREED: Physician-initiated multicenter prospective registry on E-nside (185 pts enrolled from
June 2021 to March 2024 in 35 ltalian vascular centers )
« 64 pts treated in urgent setting for type | to IV TAAA were included in this analysis
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URGENT TREATMENT IN THE INBREED REGISTRY
URGENT SETTING (n 64)
* aneurysm-related pain n 31 (48.4%)

« contained rupture n 8 (12.5%)
+ aneurysm diameter >80 mm  n 25 (39.1%)




STUDY ENDPOINTS

« Technical success (endograft- and branch-
related)

« 30-day MAE (kidney injury, MI, respiratory
failure, paraplegia, stroke, bowel ischemia)

« Freedom from endograft & branch instability
at 1-year

+ CT-scan evaluation at 1, 6, and 12 months

VEIT@' . PR E o

11/21/24

ANATOMICAL DATA

Portic pathology E E o
‘Acute or subacute dissection 4 (125) 0(00) 4(62)
hronic dissection 4025 0000) 4t62)
Degersratie ansunsi 309 19 594) 2e56)
ntramural hematorma 000) ) 106)
Penetrating aortic ulcer 0(00) 3(94) 3(47)
Pseudoaneurysm 161 9 (281) 10 (1586)

Crawford classification <001
Exent ! 000) 43) w2
Extent Il 0(00) 15 (46.8) 15 (23.4)
Exentl 000) ) 6003
Extent IV 32 (100) 0(00) 32 (50)

Aortic status 028"
Contained rupture 2(63) 6(187) 8(125)
Non ruptured, ymptomatic 20625 L) s
Non ruptured, asymptomatic 10@2) 15 (468) 25 (301)
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E nizes mezs2
e oo
BMI, kg/m’ 273 %53 249+ 64 260 = 60
Hypertension” 29 (906) 31 (96.9) 60 (93.8)
Fypercholsterolemis” o 21 w0 @672 062
Tobacco use 5 o) 19 590) 52 500) I
copD” M (B44) 17 (531) 28 (438) 3
Disbetes os) 505 o) 7o
Chronic kidney disease” 8(250) 10 (312) 18 (281) 578
Diyas 00001 262 260 -
Coronary artery disease’ 10 (31.2) 10 (312) 20 312) 1000
Perphera arer csesse” 50561 snee) nwa) 70
Prio stoke or TIA ns) snee) 100561 o
priorendosscutar repai ox
2067 cesn a2

Teva 550 10e3) 10 5261

EVAR + TEVAR 1(83) 0(00) 1(83)
i open sortc repai =

Ascending/arch 6 (60.0) 3(333) 9 (47.4)

Thoracic 1000} 0 (0.0} 163)

Aodormival 56001 s 7568)

Thoracoabdominal 0(00) 2(222) 2 005)
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moral access
T e
Surgi bilateral 1 B44) 50586)

Percutaneous unilateral 2(62) 9 (281) n072)

8(250) 4025) 12 (188)
14 438) 2(750) 38 (594)
Right 10 313) 4025) 14 219)
Proximal E-NSIDE diameter
Bmm 6088) 14 (438) 20 312)
38 mm 26(612) 18 (562) 44 (688)
Distal E-NSIDE diameter
25 (781) 3M9) 48 [750)
7219) 9(281) 16 (250)
25+ 67 164 166 92 + 142
12 375) 5056) 17 (266)
2M9) 6088) 29(453)
13 (401) 20(625) 33615

30-DAY OUTCOMES

2(63) 3(93) 5(00) %
7(219) T B44) 18 (281)
2(62) 3004 %
Myocardial infarction 161 0(00) 106)
Respiratory failure. 2(62) 262)
Acute Kidney insufficiency 3(04) 6088)
Gl complications 0@ o
stroke 0(00) 16
No 30 (938) 29 (906) 59 (922)
Sensory deficit 161 20621 367)
Motor not able to ambulate 161 161) 261
Early reintevention 5061 3003) B03) 510
Access site complication 24600) 1633) 3675)
Branch complication 2400) 2(667) 4500)
Main graft complication 1@200) 0(00) 1025)

EBL Estimated blood loss, GL gastointestinal MAE. major adverse event. SC1 spinal ord ischemia
Data are presented as number (%)
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* Mortality: 25% in ruptured

5% in non-ruptured
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1-YEAR OUTCOMES

Median follow-up: 11 months

« 2 deaths after 30 days, not aortic related

« No endograft-related reinterventions

« 7 target vessel-related reinterventions:
« 1 SMA occlusion
« 3 symptomatic renal artery occlusion
« 3target vessel endoleak




1-YEAR FREEDOM FROM BRANCH INSTABILITY

249 target vessels
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Number at risk Number at risk

stratified by type of target vessel
(renal vs celiac/mesenteric arteries)
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CASE FROM OUR SERIES

* Male, 61vy.0.
e Smoker, Hypertension, Dyslipidemia, COPD

® Symptomatic 95mm TAAA

CASE FROM OUR SERIES

CASE FROM OUR SERIES

Splenic artery embolization

CASE FROM OUR SERIES

Proximal Cook Alpha 34-30-160 .
~ \ &
/
Artivion E-nside 33-26-222
(4 preloaded inner branches) |
-
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CASE FROM OUR SERIES

SMA Hepatic

Rt renal Lt renal

Total transfemoral approach from below
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« First study to evaluate an inner-branched off-the-shelf device for urgent
TAAA repair, with high technical success rate (97%), acceptable mortality

(9%) and SCI (8%) rates, and satisfactory early and 1-year results

Main limitation: low number of ruptured aneurysms (13%)

Advantages of the E-nside in urgent setting: 4 graft size configurations,

preloaded branches

Larger experience and longer follow-up needed ‘77 4

VT

VT VT




