11/20/24

LIIMUVAILUIGT JUIULIVILD 1V LIITULIVEIY Tdl vVitll

Hostile Neck Anatomy of AAAs Other Than F/B/
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Delphi Consensus definitions of hostile neck
anatomy (HNA) predict complications

Reverse taper (conical) neck
Aortic neck length <10 mm

Aortic neck length <15 mm

omplication(s)
Proximal failure of standard EVAR
Endoleak
Stent-graft migration
Intraoperative complications
Late graft-related complications
Intraoperative and postoperative
complications
Reinterventions
Stent-graft migration

Marone, Ann Vasc Surg 2020

Criteria to compare success of dedicated endografts
effectively dealing with HNAs compared with other
solutions (FEVAR/BEVAR/open repair)

Aorta and Major Branches

Eur J Vasc Endovasc Surg (2024) 68, 294302

[F ATk A Core Outcome Set for Intact Abdominal Aortic

Aneurysm Repair

Matthew Machin >, Anders Wanhainen *, Mario D/Oria *, Mark Koelemaj °, Stavros Kakkos |, Matthew Joe Grima ¥, Janet T. Powell *, and

collaborators
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Time point

1 Death

Secondary rupture
Quality of life

Loss of cognitive function
Longer term survival
Aneurym growth after
Lenair

et  Top ranking outcome |
hospital if longer) Top ranking outcome

Follow up
After recovery

After recovery

5 years

Follow-up, especially
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Delphi Consensus definitions of hostile neck
anatomy (HNA) predict complications

Aortic neck angulation >60 ©

Large neck diameter
(from >26 mm to >32 mm)

Calcification (from >25 to >50%)

30-Day All-Cause Mortality
" o

Studyor Subgroup __Events Total Events Total Weight M.H,Random. 95%Cl_Year

omplication(s)
Late graft-related complications
Type la endoleak
Reinterventions
Overall mortality
Reintervention, technical failure,
and late type IA endoleaks
Endograft complications
Intraoperative and postoperative
complications
Late prosthesis migration and type
la endoleak

Marone, Ann Vasc Surg 2020

Hostile neck anatomy (HNA) is associated with a higher 30-day all-

cause mortality after EVAR compared with favorable neck anatomy
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Hostile neck anatomy (HNA) is associated with a higher 30-day all- X
Approved endografts for hostile neck anatomy
HNA category Conditions _Endografts __IFU [HNA category Conditions _ Endografts __IFU
(E[ Q ] Angulated 60°-90° angle Anaconda™=+  =<90° aortic neck Short aortic <15mm ALTO® =7 mm aortic neck
aortic neck of the aortic angle neck length of the length
neck Aorfix™ =90° aortic neck aortic neck GORE® =10 mm aortic
angle EXCLUDER®  neck length

OLD STUDIES GORES 2o aoricneck Gonformable  when aortc neck
EXCLUDER®  angle angulation <60°
Conformable Endurant™ Il =10 mm aortic

DEVICES OUTSIDE OF IFU? Treoaneet <75 i ek recciengn
neck length =15 mm angulation < 60°
Reverse taper >2 mm ALTO® Endurant™ Il =4 mm aortic neck
BEFORE THE ADVENT OF DEDICATED DEVICES, (conical) aoric reverse taper  Oyation ™1 WEndoAnchors engih
neck within 1cm Ovation iX™' =13 mm aortic neck
below the length
renal arteries Treovance® =10 mm aortic
DEALING WITH HOSTILE NECK ANATOMY! eciengh
when aortic nech
Testfor overal 7 P=0.007) PN i 2 . angulation = 60°
Not approved by the FDA Neck 50%oithe NA

. thombus/  aoricneck
16 studies with 11,959 patients Stather, J Endovasc Ther 2013 Caciication crcumierence

Pitros and Kakkos, Vasc Invest Ther, 2022

cause mortality after EVAR compared with favorable neck anatomy

Endurant Il with endoanchors GORE EXCLUDER
Conformable

Dedicated devices for HNA have a high technical
success and low 30-day mortality rate

ALTO

7mm 4mm

neck length neck length > TABLE 4 Clinical outcomes of endografts for hostile neck anatomy

requirement requirement Device Alto  Anacondax  Aorfix (17)«  Conformable Endurant Il Ovation iX
(46) (40) 5

Follow-up (months) 2 12-60 &
Technical success rate %3% 3 997%-100%
Secondary intervention 27% 1%-17% 5% % 7.6%-203%
Mortality rate 30-day 2 % 1.8% (median of . " 0.3%-06%
groups)
AAA related 2 239 % in 5 yars % 0.6%-07%
follow-up
All causes g 7%-31% L 779 7 14%-6.4%

e b oo
. * Not approved by the
neck length and aortic
neck angulation <90° Pitros, Mansi, Kakkos, Front Surg, 2022

The only FDA approved

Three-year outcomes of a US pivotal trial substudy
Thirty-day mortality rate for standard EVAR is lower for the Excluder Conformable endograft

compared with FEVAR (or open repair) in 210 mm nonangulated neck anatomy

* 6,058 AAA patients unfit for open repair in VQI (2003-2022):
4.5% for open repair vs 1.4% for PSM matched EVAR, P < .001.
(Khoury, J Vasc Surg, 2024) There was 100% freedom

. Reintervention in 80 AAAs with a from type | and "l
minimum proximal landing zone 210 mm

and proximal neck angulation of <60 degrees endoleak and aneurysm-

related mortality

at 36-months

Meta-analysis of 27 studies on 2974 patients with a short neck AAA or a
complex AAA: 3.3% for FEVAR compared with 4.2% after open repair.
(Jone, BJS Open 2019)

Progerton Free from Reinervention

UK COMPASS: Perioperative mortality with FEVAR: 2.2% and off label

EVAR 1.2%. z : Yamanouchi, Oderich, et al, for the EXCC
—_— Investigators. J Vasc Surg 2024, in press




11/20/24

Early results from the pivotal trial substudy of the GORE
EXCLUDER conformable endoprosthesis in angulated investigational device exemption trial for
necks endovascular

1.00

Overall technical success was achieved in 93/95 patients (97.9%). + AAA diameter 25 cm,
- proximal parallel neck length 27 mm,

« inner wall diameter of no less than 16
mm and no more than 30.5 mm at 13

Freedom from type | or type Ill endoleak: 95.1% |  mm below the inferior renal artery,

« neck angulation <60 degrees, and

- bilateral iliac fixation length =10 mm.

075

Primary effectiveness at 12 months (having device technical success

and absence of type | and Ill endoleak, migration, sac enlargement or
The 5-year aneurysm-related mortality: 1%

! ) ’ . o
rupture, and conversion to open repair) was achieved in 94.8%. There was no graft migration

025

Four patients (4.3%) had a type IA endoleak, no intervention. Barleben, et al, on behalf of the Ovation

urg 2020

Freedom from type I/Ill EL
050

No aneurysm-related deaths, ruptures, or migration through 12

0.00

JAGUAR - ALTO - RCT
TO BE PRESENTED TOMORROW

2 3
months. Follow-up (years)
Number at risk

Rhee et al,J Vasc Surg 2024, in press o . -

Standard — within the IFU — EVAR

should be preferred, whenever possible, because it is Reduced radiation dose with standard EVAR
simpler, safer and less expensive than FEVAR 75th percentile of the medians 162Gy*cm? vs 266Gy*cm? for BEVAR

Freedom From Reintervention: Renals
With Number at Riskc

\h&“:—_ﬁ‘“ Risk of SMA/renal B ——
[ | artery occlusion and
re-intervention is
negligible for ) R
standard and HNA- S
HECISEAEVS it

Kaplan-Meier Estamte
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Farivar, J \
p = o SE: RADEVAIR collaborator, Cardiovasc Intervent Radiol, 2024

Standard — within the IFU — EVAR

should be preferred, whenever possible Conclusions

* Recent - inside the IFU — innovations have accomplished a safe

Similar midterm endovascular repair and mostly demonstrated excellent mid term

an Survival ()

aneurysm-related effectiveness for AAAs with a “hostile” neck.

mortahty with FEVAR * These results challenge the concept of the hostile neck, which call for an
and open repair of
complex AAAs

individualized device selection approach, an already widespread practice

‘Aneurysm Relted Over

across the globe.

COMPASS * Long term (10 year) results are eagerly awaited.
Vallabhaneni SR, EJVES, 2024
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