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FLOW MODULATING BARE STENTS (ALLAY FROM
INTRESSA) ARE NOT SHOWING LONG-TERM BENEFIT
FOR THE TREATMENT OF COMPLEX AAAS AND TAAAS

BASED ON AN UPDATED REVIEW SHOWING THEIR

LIMITATIONS: HOWEVER RESULTS SHOW THEY HAVE
VALUE IN THE TREATMENT OF TBAD PATIENTS
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Multilayer flow-modulating stents
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Unique properties of the 3D-braided stent :
= Mechanical properties > Aortic wall apposition
= Blood flow redirection - Aneurysm sac exclusion

= 3D porosity > Side branch perfusion

Initially CE-mark approved in 201 | in Europe:

“Endovascular treatment of complex aortic aneurysms
involving at least one branch in high-surgical risk patients”
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Long-term outcome of multilayer flow

MULTILAYER ik
STENTS IN
COMPLEX
AORTIC
ANEURYSMS:
WHAT HAVE WE
LEARNED?
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Clinical update of the multilayer stent in complex aortic diseases
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Use of outside the IFU, a mixed bag...

Large aneurysmal sac >6.5 mm, ruptures
Inadequate stent overlap

Bail-out of QU TEVAR (endoleak, collapse)
Mycotic aneurysms

= Recuring off-label use of the device:

= Challenging aortic cases, highly comorbid and unfit for
conventional approaches

= The clinical practice and options available at the time of
device launch and over the last decade

= Yet not fully explaining long-term aortic progression

and rupture in some patients. ..

® Pintaric 2024: despite 71% treated per IFU, 65% showed
aortic growth >5mm at 2 years,and 3 ruptures

#Ref.:Sultan et al.| Endovase Ther 2014:21:96-112; Sultan et al Vascular Disease Management. 2017; 14: E90-£99; Pinaric et al.Radiol Oncol. 2024 Apr 1458(2):206-213.
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Use outside of the IFU, first evidence in aortic dissections

Used in “no-option” high-risk patients with challenging aortic
THE diseases, frequent off-label use:

MU LTl LAYER ® Off-label use in aortic dissections led to:

- . Complex aortic . -
STENT IN Safe procedure, low in-hospital mortality and complications = The first positive evidence in literature reports Aortic dissections

aneurysms
High patency of branches with low ischemic complications

= Initiation of the first prospective study in high-
AORTIC Low rate of rupture or aneurysm death on the mid-term, but. risk type B aortic dissection (DRAGON)

ANEURYSM g e R R R o = Different clinical context = different benefits: Flow diversion Reopening of true lumen

= Safe procedure
WHAT HA\/E In context: Over the last decade, clinical practice for

= Different mode of action Exclude aneurysmal sac Centralize blood flow
management of complex aneurysms has evolved and new
WE LEARNED? standardized endovascular alternatives, i.c. F/BEVAR, have = Extensive treatment

emerged in guidelines (at least in EU)! = Compatible with stent grafts and grafts No imtmal il fap

1:ESVS 2024 guidelines (Wanhainen et al)

ical performance in aortic dissections

Available data on the multilayer stent in aortic dissection

Retrospective PMCF
‘cohort ——

DRAGON study
(NCT03033771)
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DRAGON prospective study Real world cohort Literature data* [Technical success .
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‘Outcomes at end of follow-up

*Ref.: Sultan et al. Vase Surg, 2017 Apri65(4)940-950; Costache et a.J Endovase Ther. 2021 Febi28{(1):20-31

“Defined as maximum aortic dameter >S5 mm; *Contained rupture at 36

Extensive treatment with the Allay® Aortic Stent - clinical benefit:

>70% long-term stabilization of max TA total diameter over 5 years Risk factors and precautions to be considered in aortic dissections

Change in Max TA diameter

0%
79%
o 7%
%
0% EXTENSIVE treatment with
D% multilayer stent is the
2% only parameter associated (p=0.013) with
% > 2% aortic growth prevention
% . . in univariate analysis and pairwise comparisons
0%
o

Aortic kink with highly pressurized Inadequate stent overlap* No “cross-through” branch
false lumen in chronic pos-

PMCF cohort DRAGON

management in overlapped
Hincrease* M Smbilzation

dissection aneurysm >55 mm* configuration’

* Increase defined as a change in diameter > 5 mm

#Sultan exal.| Endovasc Ther 2014

96-112;Kremer, LINC 2025.
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Flow diversion

Exclude aneurysmal sac 5

No intimal flap

Value in the treatment of TBAD

Change in Max TA diameter

65%

Complex AAs -2 yexs

79%

Aortic dissections

Reopening of true lumen
2%

. Centralize blood flow

TBAD - 5 years Intimal flap

Wincrease® M Swmbilzation

* Increase defined as a change in diameter 2 5 mm
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Thank you
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Clinical applications of tl
multilayer stent in TBAD

Extensive treatment with multilayer stent

Prevents aortic growth
Low risk of ischemic complications
Precautions:

Not suitable for

Rupture
¢t

Chronic, kinked aorta
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