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lliac Occlusive Disease?

Lesion Lesion Tvoe of stent
localisation characteristics yP

o CIA e Stenosis / e Balloon

o EIA CTO expandable
e CIA and EIA e Calcifications e Self

e [IA patency e Lenght expandable



How do i choose ?
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Mechanical Consequences?

FEATURE COMMON ILIAC ARTERY (CIA) EXTERNAL ILIAC ARTERY (EIA)

Anatomical Runs in the pelvis along the Continuation after the origin of the
course medial border of the psoas muscle. internal iliac artery. ANATOMICAL OVERVIEW
Ends at the bifurcation into Passes under the inguinal ligament Cormmon lliac COMMON ILIAC ARTERY (CIA)
internal and external iliac arteries. to become the common femoral artery. artery (CIA) « Pelvic, mostly FIXED
| [ + Protected by retroperitoneal
f\ Mobility Relatively FIXED PROGRESS'VELY M,OB"'E Internal iliac structures and bony pelvis
,\) (Most mobile near the inguinal ligament) artery (I1A) « Minimal movement with
hip motion
) i ’ « Hip flexion-extension External lliac
a ' Main mechanical « Pulsatile blood flow « Compression (e.g., sitting, hip flexion) artery (E1A) EXTERNAL. 'UA(? ARTERY (EIA}
forces « Age-related tortuosity « Elongation / shortening + Becomes |n.cma_|ngl)( MOBILE
« Torsion and bending Rz tcrward the inguinal ligament
NARABLE STABRITY 1 nguine. __ “-w_ + Distal segment moves with the
Stability for ; ; Paiain lower limb
45 & HIGH STABILITY Proximal EIA: acceptable - Exposed to flexion, compression,
T Good landing zone and fixation Distal EIA (near inguinal ligament): elongation and torsion
devices 2
low stability
* Risk of stent fracture
& Risks and long-term « Low risk of mechanical complications « Kinking or deformation
consequences « Better long-term patency « Intimal hyperplasia due to chronic stress

« Possible loss of patency

CIA is a relatively fixed pelvic segment, offering a stable environment for endovascular repair.
The EIA, espacially near the inguinal ligament, is a dynamic segment exposed to major
mechanical forces, which can affect the performance and durability of devices

1. CIA=BES EIA= SES
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Vascular and
Endovascular
Surgical Techniques
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Plaque Characteristics?

Common lliac Artery

Presents with large iy
atherosclerotic plaques

Frequently heavy, concentric
calcification

Usually focal or short

Predominant
lesion type

Calcification
pattern

Lesion length

External lliac Artery

%
il

Y

Exhibits more diffuse and
fibrotic lesions

More often eccentric and
segmental calcification

Often longer and more
extensive

2. CIA=CS

EIA= BMS




The outcomes of internal iliac artery preservation during

lIA Preservation?

aneutysms e Gluteal claudication = 27-30%

Os resultados da preservagao da artéria iliaca interna durante o tratamento
endovascular ou em cirurgia aberta para aneurismas aorto-iliacos

 Up to 48% secondary resolution, not always complete

Amanda Thurler Palomo', Rodnge Andrade Lourengo’, Caroline Tanaka', Roberto Saclotto

* Higher risk if contralateral occlusion

Background: Internal iliac artery {IIA) preservation continues to be a challenge during open surgery or endovascular

Science Progress

Mnhod;.? This was a retrospective consecutive :U'vtf'( study of paier ,) with The safety and emcacy of tgl:h::lmlr:-ﬁ: ;;;:
Results: Post-procedure hospitalizaton time and intensive care unit stay we Article reuse guidelines: .
the EV group (708 35 days vs, 332 £ 23 days:p = 00% 335 22 daysvs. 12 .  Arich rue gt ° Recommends reservin at |east one ”A
OSSN complete preservation of e P g
~ 2 and o «e»o jnternal iliac arteries in lournat agepub comometh

o 0 e i 2 patients with aortoiliac § sage e Highlights the risk of claudication and sexual
g ssnd 1o i s ones aneurysms using iliac

o ncomrm el eanch stent grafts: A dysfunction in the event of occlusion

multicenter retrospective

comparative study
Pelvic collateral pathway

during endovascular aortoiliac aneurysm | ° G|Utea| CIaUd|Cat|On

. . repair with internal iliac artery interruption:
Huichao Xu"" ', Hua Fan"", Yubin Lii " Y P

Zhenyuan Zhao'. Lin Li’. Mingyuan Li a retrospective observational study ® E re Cti I e dYSfU n CtiO n

Satoshi Nishi'”*®, Shogo Hayashi®, Takuya Omotehara', Shinichi Kawata', Yoshihiro Suematsu

and Mingjin Guo' and Masahiro itch

\ = * Rare but severe pelvic
: ischemia
= importance of collateral

3. When feasible: llA should be circulation, but individual

Keywords:

preserved o ———————— variability
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];1;[ Common lliac Artery?

Covered Stents Versus Bare Metal Stents in the Treatment ¢ 1 1 St u d Ies ( 2 RCTS, 9 ret Fros DECt |Ve)

of Aorto-iliac Disease: A Systematic Review and Individual Participant Data

Miota-analysts e 3 studies including CIA and EIA

Vangelis Bontinis *, Alkis Bontinis *, Argirios Gisnnopoulos *, Vasilii Manaki *, loannis Kontes *, Vasileios Rafalicis *,

s * 1896 patients — 2092 lesions

* Department of Vasodar Surgery, Arstotie University of Thessalonki, AHEPA University General Hospital, Thessalonikl, Greece
* Depaniment of Radiology, Aristotie University of Thessalonki, School of Medicine, AMEPA University Hospital, Thessalonki, Geeece
" Department of Vasculer Surgery, National and Kapodistnan Unwversity of Athens, Attikon University Hospital. Athens, Greece

WHAT THIS PAPER ADDS

This systematic review and Individual participant data meta-analysis including 11 studies, comprising 1896
patients and 2092 lesions, has demonstrated improved primary patency outcomes for covered stents (CS)
compared with bare metal stents (BMS) In the treatment of TransAtlantic Inter-Sodety Consensus (TASC) C and
D lesions. Moreover, while the enhanced primary patency outcomes have translated into improved re-
Intervention estimates for the CS group, statistically non-significant differences were identified between CS
and BMS regarding safety outcomes.

Objective: To assess the comparative safety and efficacy of covered stents (CS) and bare metal stents (BMS) in
the endovascular treatment of aorto-iliac disease in patients with peripheral arterial disease.

Data Sources: A systematic review was conducted adhering to the PRISMA 2020 and PRISMA for Individual
Participant Data 2015 guidelines. e °

Review Methods: A search of PubMed, Scopus, and Web of Science for articles published by December 2023 was N O d Iffe re n Ce Wa S fo u n d re ga rd I n g 3 O
performed. The primary endpoint was primary patency. Certainty of evidence was assessed via the Grading of

Recommendations Assessment, Development, and Evaluation (GRADE) framework. o . o
Results: Eleven studies, comprising 1896 patients and 2 092 lesions, were included. Of these, nine studies reported

on patients’ clinical status, with 35.5% classified as Rutherford 4 — 6. Overall primary patency for CS and BMS at 48 d a y m O rta I Ity’ I n t ra O p e rat I Ve a n d p O St-
months was 91.2% (95% confidence interval [Cl] 84.1 — 99.0%) (GRADE, moderate) and 83.5% (95% C 70.9
98.3%) (GRADE, low). The one stage Individual participant data meta-analyses indicated a significant risk .

reduction for primary patency loss favouring CS (hazard ratio [HR] 0.58, 95% CI 0.35 — 0.95) (GRADE, very low). 0 p e ra t | Ve p ro C e d u re re a Ite d
The 48 month primary patency for CS and BMS when treating TransAtlantic Inter-Soclety Consensus (TASC) C

and D lesions was 92.4% (95% CI 84.7 — 100%) (GRADE, moderate) and 80.8% (95% Cl 64.5 — 100%) (GRADE, . .
low), with CS displaying a decreased risk of patency loss (HR 0.39, 95% O 0.27 — 0.57) (GRADE, moderate).

While statistically non-significant differences were Identified between CS and BMS regarding technical success, CO m p I I Ca t I O n S
30 day mortality rate, Intra-operative and immediate post-operative procedure related complications, and

major amputation, CS displayed a decreased re-intervention risk (risk ratio 0.59, 95% C10.40 — 0.87) (GRADE, low).
Conclusion: This review has lllustrated the improved patency of CS compared with BMS in the treatment of TASC C

and D lesions. Caution s advised In interpreting overall primary patency outcomes given the substantial indusion of

K TASC C and D lesions in the analysis. Ultimately, both stent types have demonstrated comparable safety profiles. /
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Overall primary patency at 48 months: TASC C and D primary patency at 48 months:

91.2% CS s s35%BMS 92.4% CS s 30.8%BMs

100 5 100 -
80 - — B0 -
—_
& &
1 []
4 &0 -
g i
§ - F o
30 - 20
HE = 0.39 (95% CI 0.27 - 0.57]) (p = .010)
HR - 058 95%1 035 -0.95) @ = .020) (CRADE, maderts
1] i i i i i i i i i i ] T T T T T T T T T 1
[i] 12 34 36 48 &l 72 84 O 108 120 L] 12 24 35 48 &0 72 a4 95 106 120
I—— Time since stent placement — mo No. at risk Time since stent placement - mo
= BMS  &TO 604 467 205 196 157 g7 o 48 30 0 — BMS 435 317 34 165 133 121 74 %3] 40 39 i}
— o5 &95 517 388 251 173 127 &7 70 54 43 I = & 43 300 203 143 109 B 65 54 45 43 o
&
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Statistically significant differences between CS and BMS in terms of
TLR by the end of follow up

Study HR 95% €1  Weight

Bekken 2023%
Freyermuth 2023™

0.57 [0.17; 1.88] 9.9%
0.51 [0.28; 0.92] 32.3%

Saratzis 20225 093  [0.44: 1.94] 22.7%
Jia 2020° 0.9  [0.38; 2.23] 16.6%
Plazza 2015 0.41 [0.14: 1.27] 11.1%
Sabr 2010° 0.18  [0.04: 0.73] 7 4%,
random effects model ..i... 0.50 [0.40: 0.87] 100.0%
Heterogeneity: F = 1 = 0.0348,p = 32 T — d GRADE, low

A4 ¥, T ¥ 0102 05 1 2 5 30 t )

Favours CS < Favours BMS
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e ~
Avoid the occurrence of I.‘-
vessel perforation
\ y,
A
e _ ~
Avoid the occurrence of
in-stent-restenosis
y,
~
Cross-Over
y,
. . \
Clinical data are
encouraging
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External lliac Artery?

Outcomes of polytetrafluoroethylene-covered stent
versus bare-metal stent in the primary treatment of
severe iliac artery obstructive lesions

Michele Piazza, MD," Francesco Squizzato, MD," Gaya Spolverato, MD,"” Luca Milan, MD,"
Stefano Bonvini, MD,* Mirko Menegolo, MD," Franco Grego, MD," and Michele Antonello, MD,*
Padova, Italy

Objective: This study compared carly and midterm outcomes of polytetrafluorocthylenc-covered stents (CSs) vs bare-metal
stents (BMSs) in the primary treatment of severe TransAtlantic Inter-Society Consensus for the Management of
Peripheral Arterial Discase (TASC II) C and D iliac artery obstructive lesions.

Metbods: Between January 2009 and June 2014, 128 patients underwent stenting of 167 iliac arteries; CSs were implanted
in 82 iliac arteries (49%) and BMSs in 85 (51%). All patients were prospectively enrolled in a dedicated database. Thirty-
day outcomes, mid-term patency, limb salvage, and survival were compared, and follow-up results were analyzed with
Kaplan-Mecier curves. Clinical presentation, lesion site, extension, and laterality were evaluated for their association with
patency in the two groups using multiple logistic regressions.

Results: Patients were a mean age of 70 = 10.3 years, The Socicty for Vascular Surgery comorbidity score was 0.89 = 0.57,
with no differences after stratification by CS and BMS (P = .17). Iliac lesions were classified by limb as TASC II C in 86 (51%)
and D in 81 (49%). Comparing CS and BMS, technical success was 99% in both groups (P = 1.0); the 30-day cumulative
surgical complications rate (7.3% vs 4.7%; P = .53), mortality (1.8% vs 0%; P = .45), and morbidity (1.8% vs 1.4%; P = .99)
were cquivalent. At 24 months (average 22 months; range, 30 days-56 months), primary patency of CS vs BMS was similar
(93% vs 80%; P = .14), and this finding was maintained after stratification by TASC II C (97% vs 93%; P = .59) and D (88%
vs 61%; P = .07); secondary patency was 98% vs 92% (P = 22),1ndhmbulva.gcwu9‘)%md95%(?— .35) respectively.
iate analysis indicated that BMS in long-scgment i lving the o and | iliac arterics was a
negative predictor of patency (odds ratio, 0.16; 95%mﬁdtnccmtu'val,004—0 62; P = .007); within this subgroup of TASC
II D lesions, primary patency at 24 months was significantly higher for CS than for BMS (88% vs 57%; P = .03).
Conclusions: Overall, the use of CSs for severe iliac lesions has similar carly and midterm outcomes compared with BMS.
In a subcategory of TASC 11 D lesions with long-segment severe stenosis of both the common and external iliac arteries,
\CS should be considered as the primary line of treatment. (J Vasc Surg 2015;62:1210-8.)

J/

Long-term results of combined common femoral
endarterectomy and iliac stenting/stent grafting
for occlusive disease

Robert W. Chang, MD, Philip P. Goodney, MD, Jennic H. Back, BS, Brian W. Nolan, MD,
Eva M. Rzucidlo, MD, and Richard J. Powell, MD, Lebanon, NH

Background: Common femoral artery (CFA) endarterectomy with iliac stenting or stent grafting can be an alternative to
traditional open surgery in patients with aortoiliac occlusive discase. We report the long-term outcomes of this approach.
Methods: Patients undergoing CFA endarterectomy with simultancous iliac stenting/stent grafting between 1997 and
2006 were retrospectively reviewed. Technical success, clinical and hemodynamic outcomes, and 5-year patency using
life-table methodology were determined. Factors associated with reintervention and mortality were determined by
logistic regression analysis.

Results: A total of 171 patients (mean age, 67 = 10 years; 38% female; 35% diabetic) underwent 193 CFA endarterecto-
mies and iliac stent/stent grafting. Indications were rest pain (32%), tissuc loss (22%), and claudication (46%). External
iliac artery (EIA) lesions were present in 39%, and combined common iliac artery (CIA) and EIA lesions were scen in 61%
of patients. Complete CIA/EIA occlusions were present in 41% of patients. Stent grafts were used in 41% of patients.
Technical success occurred in 98% of patients. Clinical improvement was scen in 92% of patients. Mcan ankle-brachial
index increased from 0.38 + 0.32 to 0.72 *= 0.24. Mcdian length of stay was 2 days (range, 1-51 days). Thirty-day
mortality was 2.3% and 5-year survival was 60%. Five-year primary, primary-assisted, and secondary patencies were 60%,
97%, and 98% respectively. Endovascular reintervention was required in 14% of patients; inflow surgical procedures were
required in 10%. By logistic regression analysis, usc of stent grafts compared with bare stents was associated with
significantly higher primary patency (87% = 5% vs 53% = 7%; P < .01).

Conclusion: Combined CFA endarterectomy with iliac intervention yield acceptable long-term results. The use of stent

grafts compared with bare stents is associated with improved primary patency. (J Vasc Surg 2008;48:362-7.) J

-

EIA: 8.5%
CIA + EIA: 45%
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External lliac Artery?

Primary patency
Comparison of Primary Patency Between Stents and Stent-Grafts
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IVL in the lliac Lesions: Turning Rock into Runway

Calcified Aortic Lesions

« Calcium Fracturing

Vessel Compliance
Improvement

« Enhanced Stent Expansion

. Reduced Complications
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My Algorithm
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ALGORITHM FOR STENT SELECTION IN ILIAC ARTERY DISEASE

v

.

v

© o © soam € comBINED COMMON AND
COMMON ILIAC ARTERY EXTERNAL ILIAC ARTERY EXTERNAL ILIAC ARTERY
(CIA) LESION (EIA) LESION (CIA + EIA) LESION
Y l ]
COVERED STENT BARE-METAL STENT (BMS) ASSESS INTERNAL ILIAC ARTERY
RECOMMENDED AS FIRST CHOICE (IIA) STATUS

EXCEPTIONS
Use covered stent if the lesion is:
* Heavily calcified
* Chronic total occlusion (CTO)

l

COVERED STENT

. -

A\ \
IIA PATENT | A OCCLUDED
\
BARE-METAL STENT (BMS) COVERED STENT

CIA = Commeon iliac artery
EIA = External iliac artery
HA = Internal ikac artery

O

BMS = Bare-metal stent (stent without covering)
CTO = Chronic total occlusion

COVERED STENT

—
s g )

e

BARE-METAL STENT (BMS)




STUDY DESIGN

v Prospective
v" single-arm
v" multi-national
v" Multicentre

OBJECTIVE

To evaluate the efficacy
and the safety of the
iCover (iVascular) covered
stent for the treatment of
the iliac Occlusive Disease

(lliCo

POPULATION
Patients with
significant (270%)

stenosis of de novo
atheromatous lesion of
the iliac segment

(Rutherford class 2 to 5).

Patients with TASC A-D
lesions are included.

(liCo

N, FU, SITES

N= 240
FU =1, 6,12, 24 Months
Sites =18

» O

"PLo
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STUDY DESIGN

v Prospective
v" single-arm
v" multi-national
v" Multicentre

OBJECTIVE

To evaluate the efficacy
and the safety of the
iCover (iVascular) covered
stent for the treatment of
the iliac Occlusive Disease

(lliCo

POPULATION
Patients with
significant (270%)

stenosis of de novo
atheromatous lesion of
the iliac segment

(Rutherford class 2 to 5).

Patients with TASC A-D
lesions are included.

N, FU, SITES

N= 240
FU =1, 6,12, 24 Months
Sites =18

ENDPOINTS
\

Primary:

Primary patency at 12 months

Secondary:

Technical success

Procedural success

Perioperative morbidity and mortality
Primary sustained clinical improvement
Secondary patency rate

Target lesion revascularization (TLR)
Target vessel revascularization (TVR)
Major amputation



Preliminary Results - Efficacy and Safety data

POST-PROCEDURE DATA* %
TECHNICAL SUCCESS 100% (197/197)
PROCEDURAL SUCCESS 100% (197/197)
DISSECTIONS 0% (0/187)

12M OUTCOMES %
FREEDOM OF TLR - 12M 97% (155/160)
PRIMARY PATENCY - 12M 88% (107//122)

PRIMARY SUSTAINED CLINICAL IMPROVEMENT™ 90% (115/128)

INCREASE ABI FROM BASELINE' TO 12M? 0.27 (0.10;0.43) (p<0.0001)

ml l( :0 *Preliminary data, source data verification pending. “*An improvement in 1 category in the Rutherford Classification; 1ABI Baseline: 0.65 [0.51;0.78];
2ABI 12M: 0.90 [0.80;1.00]



Clinical Case

iCover 8 mm

POT

Restorer 6 mm

-----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
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Clinical Case
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Take Home Message

* CS seems to have better outcomes for complex iliac occlusive
lesions

* Data from prospective and retrospective studies have
limitations and non-comparable

* Results of iliCo study

 Comparative analysis possible between Barista (BMS) and iliCo
(CS) studies



Thank You
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