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Results with stents in the SFA - TASCA & B

12-month Primary Patency (%)
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Stent design Affects Chronic Outward Force
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Stent Design Affects Chronic Outward Force

Example: 8 mmstent 7.3-6.2mm 6.2-5.0mm 5.0-4.2 mm

HIGH OVERSIZING

Zhao HQ et. alCardiovasénterventRadiol 2009 Jul;32(4):726.
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Stent Design Affects Chronic Outward Force

Even when oversizing low rates of COF, due to the flat expansion curve
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Stent Design Affects Chronic Outward Force

Bent Leg: vessel diameter range: 5.02 - 2.98 mm : 6mm stent implant

Expansion force
Increases with
decreasing

diameter
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Stent Design Affects Chronic Outward Force

Bent Leg: vessel diameter range: 5.02 - 2.98 mm : 6mm stent implant

dlameter

FMRP - LINC 2018




ibilit
Flexribtlity
3
Far Terumao i
8 Misago iVolution 28
7
Abbott 2.6
fbsolut
ProLL
Cords gard Medtronic IBE:?‘:D"‘ 24
5 s?éart Lifestent C%mﬂ“‘-'“
flen S 2

iVolution Stent Design

Radial force

md

Cordis
gmart
flen

Teruma
Misano

Bard
Lifestent
medtronic
Ablott Complete
SE
Boston

Absotut
pro LL

;

Fracture

resitant

» Recovery

after impact

> Flexibilituy

Epic

i

ivolution

> Linkless
continuous

design

> Homogeneous
radial force

> Lower
tensions

Total
adaptability
to vessel

» Open short-cell design

10

FMRP - LINC 2018




Evolution study

A Prospective nonrandomized multi center
studyinvestigatinghe Efficacyof the Selt

ExpandingVolutionnitinol stentfor treatment

of femoropopliteallesions
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Study design

AStudy Objective:
Toevaluatethe short-term (up to 12 months) outcomeof treatment
by means ofthe selfexpandingVolution nitinol stent In
symptomatic(RF 2-4) femoropopliteal stenoticor occlusivdesions

APrimary Endpoint:
Primary Patency at 12Months, definedasfreedomfrom >50%
restenosisat 12months asndicatedby anindependentlyverified
duplex ultrasound’SVR <2.5 in the target vesselwith no
reintervention
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Participating centers

ABELGIUM
AM. Bosiers, K. Deloose Chllaert- AZ SintBlasius Dendermonde
AP. Peeters, ¥erbist- ImeldaHospital Bonheiden
AL.Maene R.Beelen- OLV, Aalst
AK. Keirse RZ Heilig Hart, Tienen
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Inclusion criteria

120 out of 12(patientsenrolled(100%)

( Main inclusion criteria \

A Rutherford classification from 2 to 4

A De novo lesion in the femoropoplitealarteries, suitable for endovascular
therapy

A Total target lesion length 150mm

o J
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Study overview

Timeline proc  disch

Medication B B

Physical examination
Rutherford
ABI

Core Lab Ultrasound

Duplex Ultrasound




Patient Demographics

N=120
Male () 86 (71.67%)
Age(minq max;RrSD) 71.07(42.74c 94.88 ;510.68) S e
Nicotineabuse) 76 (63.33%)
Hypertensionw) 87 (72.50%)
Renalinsufficiency) 19 (15.83%)
Hypercholesterolemiax) 66 (55.00%)
Obesity) 31 (25.83%)

RF2sRF3mRF4
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Procedural characteristics

N=120
Procedure time (minmax;ssp) 4193 min 130c10901579
Scopytime (min¢ max;5SD) 10.39 min.4oc 70.00 58.11)
Contrastiminc max:gSD 76.88mL (15.00¢ 200.00 §34.08)
Crossover performed ) 105 (87.50%)
Inflow Lesion) 18 (15.00%)

Outflow lesion ) 22 (18.33%)
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Lesion Characteristics

1 studystentimplanted ) 112 (93.33%)
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12-month Primary Patency

Primary Patency Rate - 120 pts - 12MFU
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12-month Freedom from TLR

Freedom from Target Lesion Revascularization - 120 pts - 12ZMFU
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12-month Rutherford evolution
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Results with stents in the SFA - TASCA & B

12-month Primary Patency (%)
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Conclusion

AFinalresults show that the iVolution stent is
avery effective treatment for femoropopliteal
TASCA&Blesions
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