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Study name  Stent type  Time point Suatistios for each study Failure / Total Risk ratio and 95% CI
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Pattern of Restenosis until 24 Lo in—
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« Sustained benefit of nitinol stents @ 2-year follow-up

* No ‘catch-up’ phenomenon
» Restenosis later than 12 months was rare
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Nitinol Stent Implantation Versus Balloon Angioplasty for
Lesions in the Superficial Femoral Artery and Proximal
Popliteal Artery

Twelve-Month Results From the RESILIENT Randomized Trial

John R. Laird, MD», Barry T. Katzen, MD: Dierk Scheinert, MD; Johannes Lammer, MDD,
leffrey Carpenter, MD: Maurice Buchbinder, MDDy, Rajesh Dave, MD: Gary Ansel, MD:
Alexandra Lansky, MD: Ecaterina Cristea. MD; Tyrone J. Collins, MD; Jeffrey Goldstein, MDD,
Michael R. Jaff, DO, for the RESILIENT Investigators

Background—Controversy still exists reganding the best endovascular treatment strategy for patients with symptomatic
disease of the superficial femoral artery. There are conflicting data regarding the benefits of superficial femoral arfery
stenting and the role of primary stenting compared with balloon angioplasty with provisional stent implantation.

Methods and Resalis—A total of 206 patients from 24 centers in the United States and Europe with obstructive lesions
of the superficial femoral artery and proximal popliteal artery and intermittent clandication were randomized to
implantation of nitinel stents or pereutaneous transluminal angioplasty. The mean total lesion length was 71 mom for the stent
group and &4 mm for the angioplasty group. Acute lesion sucoess (<2305 residual stenosis) was superior for the stent group
compared with the angioplasty group (95 8% versus B83.9%; P<20.01), Twenty-nine (40.3% ) patients in the angloplasty
group underwent ballout stenting becanse of a suboptimal angiographic result or flow-limiting dissection. Bailout
stenting was treated as atarget lesion revascularization and loss of primary patency in the final analysis. At 12 months,
freedom from target lesion revasculanzation was 87.3% for the stent group compared with 45.1% for the angioplasty
group (P="0.0001). Duplex ultrasound -derived primary patency at 12 months was better for the stent group (81.3%
versus 36.7%: P<20,0001), Through 12 months, fractures occumed in 3.1% of stents implanted. Mo stent fractures
rezsulted in loss of patency or target lesion revascularization.

Conclusions—In this multicenter trial, primary implantation of a self-expanding nitinol stent for moderate-length lesions
in the superficial femoral atery and proximal popliteal artery was associated with better acute angiographic results and
improved patency compared with balloon angioplasty alone.

Clinical Trial Regisiragon—URL: httpforwew clinicalinalzgov. Unique identifier: MCTO06T 3983,

(Cire Cardiovase Tnterv. H0:3:267-2T6.)

Key Words: angioplasty ® stents @ peripheral vascular disease
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12-Month Results
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Freedom from TLR at 12 months (per-protocol & post-hoc-analyses)
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12-Month Freedom From TLR (%)
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A Novel Self-Expanding Interwoven Nitinol Stent forf

Complex Femoropopliteal Lesions: 24-Month Results| .
the SUPERA SFA Registry

Dierk Scheinert, MD; Lars Grummt, MD; Michael Piorkowski, MD; Jacqueline Sax;
Susanne Scheinert, MD; Matthias Ulrich, MD; Martin Werner, MD;
Yvonne Bausback, MD; Sven Braunlich, MD; and Andrej Schmidt, MD

Center for Vascular Medicine, Angiology, and Vascular Surgery, Park Hospital
Leipzig, Germany.

* *

Purpose: To examine the efficacy and integrity of a novel interwoven self-expanding nitinol
stent system for the treatment of complex femoropopliteal lesions in a “real world”
medical practice.
Methods: This retrospective analysis included 107 consecutive patients (77 men; mean age
68.9 years) with atherosclerotic femoropopliteal lesions {occlusions in 31%) who
underwent implantation of 137 SUPERA stents. The patients were followed for up to
24 months by Doppler ultrasound examinations, radiography of the stent, and
assessments of Rutherford-Becker class and ankle-brachial index (ABI).
Results: The mean implanted stent length was 111=50 mm {(range 40-270). Procedure
success (residual stenosis <30%) was achieved in 99% of procedures. The 6-, 12-, and
24-month cumulative primary patency rates (= standard error) were 93.1% +=2.5%,
84.7%*3.6%, and 76.1%=*4.5%, respectively, and the secondary patency rates were
99.0%*0.1%, 94.8%*=0.2% and 91.9%=0.3%, respectively. Between baseline and
24 months, mean ABI| increased from 0.68+0.14 to 0.87+=0.10 and the mean Rutherford-
Becker class decreased from 3.3=0.7 to 2.0=1.0 {p<<0.0001 for both). Radiographs
performed in 91 patients at a mean of 16.8+=7.0 months found no stent fractures.
Conclusion: Over a 2-year surveillance period, excellent durability without stent fractures
was documented after implantation of the SUPERA stent in complex femoropopliteal
lesions. In addition, significant improvements were observed in symptom classification
and hemodynamics.

J Endovasc Ther. 2011,;18:745-752

Key words: nitinol stent, superficial femoral artery, stenosis, occlusion, angioplasty,
peripheral artery disease, stent fracture

* *
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TABLE 3
Stent Patency Rates, Clinical Outcomes, and Cumulative Adverse Events at
6, 12, and 24 Months of Follow-up
Follow-up, mo
6 (n=88) 12 (n=88) 24 (n=79)
Stent patency (Kaplan-Meier estimates)
Primary 93.1% *+2.5% 84.7% +3.6% 76.1%*4.5%
Assisted primary 98.0% +0.1% 92.8% +0.3% 89.29%+0.3%
Secondary 99.0% +0.1% 94.8% +0.2% 91.9%+0.3%
Rutherford-Becker class (baseline 3.3+0.7) 2.0+1.2*% 1.7+1.1* 2.0+-1.0*
Ankle-brachial index (baseline 0.68+0.14) 0.85+0.14% 0.89+0.14* 0.87+0.1*
Cumulative adverse events
Death 4
In-stent occlusion 2
=50% in-stent stenosis B N i
Amputatiﬂn 1 = 80+ i--.--I-Ii-I-I'I'I-I-I-II'I-I-I'I
Repeat percutaneous recanalization B E g e SO
" E 60 .:T%?H?m;\nﬂ s [r— ’
Continuous data are presented as means = standard devig 7 $ oty oy auaons lata
are given as counts (percentages). % 40-
* p=0.0001 vs. baseline. =
Patients may have suffered =1 adverse event. E 20
o
0 . T . T J T
0 10 20 30
Months
Time, mo 0 B 12 24
Attisk 107 100 €4 81
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BiOMimiCS 3D™ Stent CONTROVERSIES & UPDATES
N VASCULAR $ Y
a true helix

MARRIOTT RIVE GAUCHE & CONFERENCE CENTER PARIS, FRANCE

Unique pattern and 3D shape memory

BioMimics 3D stent with Stent with helical pattern
centreline curvature (e.g. LifeStent control
in MIMICS study)

— —

Veryan Medical received CE Mark approval for the BioMimics 3D stent system in November 2012

UNIVERSITATS WWW.Cacvs.org
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Results of the Prote¢ge EverFlex 200-mm-long
nitinol stent (ev3) in TASC C and D

femoropopliteal lesions

Marc Bosiers, MD,* Koen Deloose, MD,* Joren Callaert, MD,* Nathalie Moreels, MD,*
Koen Keirse, MD.® Jurgen Verbist, MD,"” and Patrick Peeters MD," Dendermonde and Bonheiden, Belginm

Objectives: This study investigated the results with primary stenting using the Protege EverFlex 200-mm-long selt-
expanding nitinol stent {ev3d Endovascular Inec, Plymouth, Minn) in femoropopliteal TransAtlantic Inter-Society
Consensus (TASC) C and D lesions of at least 150 mm in length.

Methods: Between March 2008 and June 2009, 100 patients (66 men ) presenting with 100 symptomatic TASC C and D
femoropopliteal lesions were treated with at least one 200-mm-long Protege EverFlex stent. The intention of this study
was to treat all lesions with as few stents as possible. The primary study end point was primary patency at 12 months,
defined as the absence of hemodynamically significant stenosis on duplex ulwrasound imaging ( systolic velocity ratio <2.4)
at the target lesion and without target lesion revascularization (TLR) =12 months. Stent fracture occurrence was assessed
at the 12-month follow-up by conventional x-ray imaging.

Results: Average patient age was 70 years. Preoperative symptom assessment reported 7 1 patients {7 1%) had clandication
vs 29 (29%) with critical limb ischemia. Average lesion length was 242 mm (range, 160-450 mm ), and 27 patients (27%)
presented with popliteal involvement. A total of 158 Protegé EverFlex stents were used to treat 100 lesions. Kaplan-Meier
estimation reported a 12-month freedom from target lesion revascularization of 68.2% and a primary patency rate of
64.8%, Stent fractures occurred in six patients (6.0%) when x-ray images taken immediately after the procedure were
compared with those taken after 1 year.

Conclusions: The results of our Durability-200 study show an acceptable primary patency rate after 1 year was obtained
in this patient cohort with TASC C and D femoropopliteal lesions. ( J Vasc Surg 2011;54:1042-50.)

UNIVERSITATS WWW.cacvs.org
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Fig 1. Kaplan-Meier estimate shows freedom from target lesion revascularization at 12 months for the total popu-
lation.
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Fig 6. Positioning of the Durability-200 results compared with other studies of superficial femoral artery stenting.
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BMS in Femoro-popliteal Lesions:ii.t
S u m m a r y MARRIOTT RIVE GAUCHE & CONFERENCE CENTER PARIS, FRANCE

BMS offer superior technical results over POBA due to their
better acute and mid-term performance

Dedicated stent designs such as interwoven closed cell
design and 3-dimensional helical design might improve
technical and clinical results of BMS (1-year patency 80+%)

Almost no additional loss of patency after 1 year

Viabahn endoprostheses might improve outcomes in TASC
C&D lesions, however

— Higher costs

— Coverage of collateral vessels
— Unknown duration of dual antiplatelet therapy
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