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When a stent can be needed?

Are they an option for popliteal lesions?
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* M/73, Chronic smoker

* HT, DM, hyperlipidemia

e Left CLTI with 2nd and 4th toe
ulcer

* CTA bilateral SFA occlusion

* Angiogram
o Left SFA occlusion
 P1 stenotic
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* Crossover approach

 Failed antegrade crossing

* Bidirectional crossing via
proximal ATA puncture

* Predilatation with 5mm
balloon
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Question to vote

Stenting
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Femoropopliteal artery

* Femoropopliteal segment has
unigue biomechanic and
hemodynamic properties

* Multiple forces exerted on the
femoropopliteal artery on
movement

* Hostile environment for
treatment and stent
implantation
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Shahbad R, Pipinos M, Jadidi M, et al. Structural and Mechanical Properties of Human Superficial Femoral and Popliteal Arteries. Ann Biomed Eng.

2024 Apr;52(4):794-815. doi: 10.1007/s10439-023-03435-3.
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Treatment for femoropopliteal lesions

Primary or
bail-out
stenting

Covered stent
placement

Balloon
angioplasty

Atherectomy Intravascular Drug eluting
devices lithotripsy technologies

@
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Clinical Practice Guidelines Eur J Vasc Endovasc Surg (2024) 67, 9—96

CLINICAL PRACTICE GUIDELINE DOCUMENT

[T @, o) (B European Society for Vascular Surgery (ESVS) 2024 Clinical
Practice Guidelines on the Management of Asymptomatic Lower Limb
Peripheral Arterial Disease and Intermittent Claudication™

Joakim Nordanstig "2 Christian-Alexander Behrendt 2, Iris Baumgartner ?, Jill Belch #, Maria Béck *, Robert Fitridge ®, Robert Hinchliffe ®, Anne Lejay ?,
Joseph L. Mills , Ulrich Rother °, Birgitta Sigvant °, Konstantinos Spanos °, Zoltan Szeberin °, Willemien van de Water *

ESVS Guidelines Committee b, George A. Antoniou, Martin Bjorck, Frederico Bastos Gongalves, Raphael Coscas, Nuno V. Dias, Isabelle Van Herzeele,
Sandro Lepidi, Barend M.E. Mees, Timothy A. Resch, Jean-Baptiste Ricco, Santi Trimarchi, Christopher P. Twine, Riikka Tulamo, Anders Wanhainen

Document Reviewers °, Jonathan R. Boyle, Marianne Brodmann, Alan Dardik, Florian Dick, Yann Goéffic, Andrew Holden, Stavros K. Kakkos, Phillipe Kolh,
Mary M. McDermott

Recommendation 65

For patients with disabling intermittent claudication

undergoing revascularisation, primary bare metal stenting is
not recommended over balloon angioplasty with provisional
stenting in femoropopliteal lesions due to the unfavourable
secondary patency rates in patients with in stent re-stenosis.

Class Level Reference

111 Consensus
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Indications for stenting

* Bail-out stenting
e Persistent elastic recoil
e Residual stenosis >30%

* Flow-limiting dissection
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* Primary stenting for complex
lesion

* Long lesion, CTO

e Calcified, eccentric, or ulcerated
plaques

* Presence of spontaneous
dissection
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Which stent to choose?
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Which stent to choose?

Self expandable bare metal stent

* Interwoven nitinol stent

Drug eluting stent

e Covered stent
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Self Expandable Bare Metal Stent

@ 12-month binary stenosis-stent

@ 12-month binary stenosis-control

* Majority are indicated for SFA 100 -
and proximal popliteal artery n
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Figure 1. Twelve-month binary restenosis rates for bare
metal stents compared with controls in randomized controlled
trials.

Yiu WK, Conte MS. Primary stenting in femoropopliteal occlusive disease - what is the
appropriate role? Circ J. 2015;79(4):704-11. doi: 10.1253/circj.CJ-15-0199
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Self Expandable Bare I\/Ietal Stent ;,._ |

* iVolution Pro (iVascular)

* Open cell design for highest
flexibility

* Closed cells at both ends avoid

Maximum accuracy in implantation is provided with closed cells

J um pl ng effeCt at both ends avoiding the jumping effect
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iIVolution Pro Registry

* Observational, multicenter registry
e 171 patients treated with 182 stents
* 116 in popliteal, 52 in SFA, 8 in CFA, 6 in EIA
* Over 50% of patients in CLTI

e Average lesion length 118.7mm, mean stent length 131.9mm
64% TASC C and D leisons with moderate to severe calcification
Overall, 87.4% primary patency and 80.7% freedom from TLR (fTLR)

* In flexion zone
* Primary patency 87.9%, fTLR 81.7% at 2 years
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T.I.N.T.L.N. Trial

* Physician-initiated, prospective, non-randomized, multicenter trial

* Evaluate the long term outcome of the combination therapy with
Luminor DCB and iVolution Pro stent for the treatment of long
femoropopliteal lesions, TASC C and D

* 100 patients
* Mean lesion length 242.7mm (150-450 + 73.7)

Deloose K, Drudi L, Verbist J, et al. Safety and Efficacy of Treatment With the Luminor DCB and iVolution Stent in TASC C and D Femoropopliteal Atherosclerotic Disease: 12 and 24-

Month Outcome of the T.I.N.T.I.N. Physician-Initiated Trial. ) Endovasc Ther. 2025 Jul 18:15266028251350025. doi: 10.1177/15266028251350025. Ps
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T.L.N.T.L.N. Trial

e Freedom from CD-TLR at 12
and 24 months was 94.6% and
89.6%

* Primary patency at 6 months
and 12 months was 96.6% and
90.5%

Osaka - 21st and 22nd November 2025
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Figure 2. Freedom from CD-TLR at 12 and 24 months.
CD-TLR, clinically driven target lesion revascularization; MFU,

months follow-up.
The incidence of CD-TLR at 12 and 24 months was 94.6% (95% ClI:
90.0-99.2) and 89.6% (95% Cl: 83.2-96.0), respectively.
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T.I.N.T.L.N. Trial

* Freedom from target lesion revascularization (fTLR)
* 74.8% at 4-year

* 62.5% at 5-year

Deloose K, LINC 2025
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e LifeStent Vascular Stent
Systems (BD)

* Only FDA approved for SFA and
full popliteal artery

* Engineered for bending,
compression, and torsion with
dynamic vessel conformability.
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Os

Multicenter Study > Angiology. 2022 Mar;73(3):244-251. doi: 10.1177/00033197211042685.
Epub 2021 Sep 8.

Three-Year Clinical Outcomes Following
Implantation of LifeStent Self-Expanding Nitinol
Stents in Patients With Femoropopliteal Artery
Lesions

Michinao Tan T, Mitsuyoshi Takahara 2, Yoshimitsu Soga 3, Shinsuke Mori #, Taketsugu Tsuchiya >,

Toru Mazaki ©, Yoshiaki Shintani 7, Masahiko Noguchi 8 Masahito Taniguchi 9 Yohei Kobayashi 10

Jun Nakazato ', Kazushi Urasawa !

Abstract

The aim of this study was to evaluate midterm clinical outcomes after implantation of LifeStent self-

expanding nitinol stents for the treatment of femoropopliteal lesions. This retrospective, multicenter,

non-randomized study examined 260 femoropopliteal lesions in 250 consecutive patients with

peripheral artery disease implanted with LifeStents from April 2016 to April 2017. The prevalence of

chronic total occlusion (CTO), lesion length >25 cm, and distal reference vessel diameter (RVD) <5

mm was 58%, 35%, and 50%, respectively. The 3-year restenosis rate in the overall population was

estimated to be 72.9% and a major adverse limb event was observed in 36.9%. Multivariate analysis

revealed that chronic limb-threatening ischemia (CLTI) (odds ratio [OR]: 8.04; 95% confidence interval

[Cl]: 1.86-34.7), CTO (OR: 4.87; 95% Cl: 1.43-16.6), lesion length >25 cm (OR: 5.95; 95% CI: 1.11-32.0),

and distal RVD <5 mm (OR: 4.43; 95% CI: 1.34-14.6) were independent risk factors for 3-year

restenosis. The present study demonstrated the midterm clinical outcomes and risk factors for

restenosis after implantation of the LifeStent in femoropopliteal artery lesions. CLTI, CTO, lesion length \j SASIA
>25 c¢cm, and distal RVD <5 mm predicted decreased patency after a 3-year follow-up. reractive Uascular summit



e BioMimics-3D Vascular Stent
System (Veryan Medical)

* Unique 3D helical geometry which
imparts a gentle helical shape to
the stented artery

* Provoking a swirling flow-mediated
increase in wall shear stress that
has been shown to reduce intimal
hyperplasia

* Improves biomechanical
compatibility to reduce vascular
irritation and injury. ,

Helical

e Reduces the risk of stent fracture Stent (BioMimics 3D)
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MIMICS-2 Trial

* Prospective, single-arm
investigational device exemption
trial

Kaplan-Meier Freedom from CDTLR over 3 years

100+

e 271 patients, 30% total occlusion

80

70

e 46% with moderate to severe
calcification

e Stented segment length 112.3 £
36.3mm

° Kaplan_Meier eStimateS Of O-(]) 910 1£]30 2'Il0 360 4%0 5:10 61I50 720 8;0 960 QSIJO 10180 11170
freedom from loss of primary Time in Days
patency were 83.1% at 12

months and 70.2% at 24 months
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MIMICS 3D European Registry

* Prospective, multicenter
registry Kaplan-Meier Freedom from CDTLR over 3 years

* 507 patients, 24% in CLTI

e Stented segment length 131 +
80.1mm

Freedom from CDTLR (%)

0 100 200 300 400 500 600 700 800 900 1000 1100 1200
Time in Days
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Interwoven nitintol stent

e Supera stent (Abbott)

* Indicated for SFA and proximal

popliteal artery, from 4-7.5mm T __——
WAL TP K . DRy
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* Higher radial strength and kink S e A

resistance
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Interwoven Nitinol Stent

 Stent placement in P2 and P3 segments of popliteal artery is
associated with a higher incidence of stent fractures and in-stent
restenosis

* Radial force of elongated stent would be reduced, high mechanical
stress over flexion region would lead to fracture
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Lee BC, Park C, Kim HO, Lee HK. Repeated Supera stent fracture following stenting for popliteal artery occlusion: a case report. J Int Med Res.
2025 Jan;53(1):3000605241308488. doi: 10.1177/03000605241308488 l
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Drug Eluting Stent

e Zilver PTX Trial
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Dake MD, Ansel GM, Jaff MR, et al. Durable Clinical Effectiveness With Paclitaxel-Eluting Stents in the Femoropopliteal Artery: 5-Year Results
of the Zilver PTX Randomized Trial. Circulation. 2016 Apr 12;133(15):1472-83; discussion 1483. doi: 10.1161/CIRCULATIONAHA.115.016900. l
ASIA
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Drug Eluting Stent

Efficacy of a Drug-Eluting Stent Versus Bare
Metal Stents for Symptomatic Femoropopliteal

Peripheral Artery Disease: Primary Results of the
EMINENT Randomized Trial

Yann Gouéffic®, MD, PhD; Giovanni Torsello, MD; Thomas Zeller, MD; Giovanni Esposito(®, MD; Frank Vermassen, MD;
Klaus Armin Hausegger, MD; Gunnar Tepe, MD; Marcus Thieme, MD; Michael Gschwandtner, MD; Andrea Kahlberg™, MD;
Marc Schindewolf, MD; Marc Sapoval, MD; Juan Diaz-Cartelle, MD; Konstantinos Stavroulakis(®, MD;

on behalf of the EMINENT Investigators

Table 3. The 12-Month Efficacy and Safety

Drug-eluting stent Bare metal stents
(n=508), % (n/N) (n=267), % (n/N) Difference (95% ClI),% | P value
Primary patency” 83.2 (337/405) 74.3 (165/222) 8.9 (2.1 to 15.7) <0.01
Major adverse eventt 11.8 (56/474) 11.8 (31/263) 0.0 (—4.8 to 4.9) 0.99
All-cause death 2.7 (13/474) 1.1 (3/263) 1.6 (—0.3 to 3.6) 0.15
Target limb major amputation 0.2 (1/474) 0.0 (0/263) 0.2 (—0.2 to 0.8) >0.99
Target lesion revascularization B.9 (492/474) 10.6 (28/263) —1.8(—6.310 2.7) 0.43

LU D
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Peripheral Arteries Eur J Vasc Endovasc Surg (2025) 69, 865—873

L [1 Tt o LI Comparative Analysis of Three Year Results of Two
Paclitaxel Related Stents for the Management of Femoropopliteal Disease in

a Real World Setting

Tsuyoshi Shibata a", Yutaka Iba ®, Masami Shingaki b, Osamu Yamashita , Yoshinori Tsubakimoto d, Fumiaki Kimura ©, Atsutoshi Hatada f,
Fuminori Kasashima ¥, Kyohei Ueno h Nobuyoshi Kawaharada ®

* At 3-year, the primary patency rates were 70.0% for Zilver PTX and 65.2%
for Eluvia, with no statistically significant difference (p = .74).

* Freedom from TLR rates were 79.4% for Zilver PTX and 76.3% for Eluvia,
with no statistically significant difference (p = .27).

* Incidence of Tosaka class Ill was 7.3% in the Zilver PTX group and 14.4% in
the Eluvia group at three years (p = .10).

 Among patients with restenosis, the incidence of in stent occlusion was
statistically significantly higher with Eluvia (57.7%) than with Zilver PTX

(29.2%) (p = .041).
i USASIA
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Randomized Controlled Trial > Cardiovasc Intervent Radiol. 2015 Feb;38(1):25-32.
doi: 10.1007/s00270-014-1024-9. Epub 2014 Dec 5.

Sustained benefit at 2 years for covered stents versus
bare-metal stents in long SFA lesions: the VIASTAR
trial

Johannes Lammer 1, Thomas Zeller, Klaus A Hausegger, Philipp J Schaefer, Manfred Gschwendtner,
Stefan Mueller-Huelsbeck, Thomas Rand, Martin Funovics, Florian Wolf, Aljoscha Rastan,
Michael Gschwandtner, Stefan Puchner, Ulrich Beschorner, Robin Ristl, Maria Schoder

* In the group with lesion > 20cm

e 2-year patency rate 65.2 (95 % CI 0.50-0.85)
versus 26.7 % (95 % Cl 0.12-0.59; log rank p =
0.004) for VIABAHN versus BMS

* Freedom from TLR was 80.0 (95 % CI 0.68-0.94)
versus 61.9 % (95 % Cl 0.44-0.87; log rank p =
0.13)

Osaka - 21st and 22nd November 2025
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Vascular Medicine

. 2024, Vol. 29(4) 416423

Five-year outcomes of the GORE VIABAHN © The Authont) 2024
Endoprosthesis for the treatment of complex i

Article reuse guidelines:

H H cagepub.com/journals-permissions
femoropopliteal lesions from a Japanese | Sagepub.comfournals-permissions
postmarket surveillance study fournals.sagepub.com/home/vm|

S Sage

Osamu lida'(?), Takao Ohki?, Yoshimitsu Soga’(®),
Nobuhiro Suematsu?, Tatsuya Nakama®, Terutoshi Yamaoka®,
Kazuki Tobita’(®), and Shigeo Ichihashi®
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Figure 2. Freedom from target lesion reintervention Kaplan—Meier estimates.
fTLR, freedom from target lesion revascularization.
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Conclusion

* Femoropopliteal segment lesion is notoriously difficult to treat
* ‘Leave nothing behind’ is the mainstay
* Stenting is still needed in some cases

* A highly flexible and kink resistant stent is needed for the popliteal
artery
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