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Supera™- Advantages
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Supera™- Challenges

PRE-DILATE
• Pre-dilate the lesion 

to t the outer diameter 
of the stent

• Longer infl ation times 
recommended

SIZE 1:1
• Match stent size 1:1 

to vessel diameter 
• Do not oversize 

the stent

DEPLOY SLOWLY
• Magnify imaging to observe cell geometry
• Use short, even throws of the Thumb Slide
• Open the Deployment Lock and fully advance 

Thumb Slide to completely release the stent
• Visually confi rm stent release
• Retract the tip and lock the Thumb Slide 

before withdrawal
• Post-dilate as needed

See Important Safety Information on reverse.
INDICATIONS
The Supera™ Peripheral Stent System is indicated to improve luminal diameter in the treatment of patients 
with symptomatic de novo or restenotic native lesions or occlusions of the superfi cial femoral artery (SFA) and/or 
proximal popliteal artery with reference vessel diameters of 4.0 to 6.5 mm, and lesion lengths up to 140 mm.

©2019 Abbott. All rights reserved. AP2942169-US Rev. C

SUPERA™ IS LIKE NO OTHER STENT

THREE KEYS FOR OPTIMAL STENT DEPLOYMENT

1 2 3

Peripheral Stent System
™

1.  Flush the delivery system with saline, wipe the outer 
sheath to activate the hydrophilic coating, and load the 
distal end of the tip onto a 0.014" or 0.018" guide wire.

2.  Advance the catheter until the Distal Sheath Marker 
and Stent Length Marker encompass the target lesion.

3.  Rotate only the System Lock to the unlocked position. 

4.  Increase and maintain magnifi cation for entire procedure 
to better visualize stent deployment.

5.  Under fl uoroscopy, initiate stent deployment by 
advancing the Thumb Slide while allowing the outer 
sheath to retract proximally. 

6.  Under fl uoroscopy, continuously and slowly retract 
and advance the Thumb Slide multiple times. Shorter 
Thumb Slide advancements may provide greater control. 
Repeat until Thumb Slide advancement no longer 
deploys the stent.

7.  Rotate the Deployment Lock to the unlocked position 
and fully advance the Thumb Slide to completely release 
the stent. 

8.  Confi rm under fl uoroscopy that the entire stent 
is released.

9.  Fully retract the Thumb Slide to the starting position, 
then rotate the System Lock and Deployment Lock into 
the locked position.

10. Remove the device under fl uoroscopy.

11. Post-dilate as needed.
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Deployment Steps and Technique

Prior to use, see Supera™ IFU.

vessel stent
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Lesion preparaAon prior implantaAon: why is it so important?
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Supera™: Clinical data (Superb Trial)
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Cath Card Vasc Interv. 2017. Garcia et al.

(n: 264)

Lesion length: 7.8 cm
TASC A or B: 94.3 %
CTO: 24.6 %
RC 2 or 3: 94.7 %
Ca++ severe.: 44.7 %
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Do they also work in the subintimal position?
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Case 1

Supera ™
PRESTO
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Supera ™
PRESTO 

(sheathless)
BeBack™

Case 2
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26 months
follow up

Case 2
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Case 3

Blessing, VASA 2021
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Case 3

Blessing, VASA 2021
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Case 3

18 months
follow up
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Abstract

Background: Complex femoropopliteal artery disease represents a challenge. The

Supera stent holds the promise of improving the results of endovascular therapy for

complex femoropopliteal disease.

Aims: We aimed at appraising the early and long‐term effectiveness of the Supera

stent after successful subintimal angioplasty (SuperSUB strategy) for complex

femoropopliteal lesions.

Methods: We conducted a multicenter, prospective, single‐arm observational study

including consecutive patients at participating centers in whom Supera was

implanted after successful subintimal angioplasty for complex femoropopliteal

lesions.

Results: A total of 92 patients were included Femoropopliteal arteries were the

most common target, and lesion length was 261 ± 102 mm. Most procedures

were technically demanding, with antegrade femoral access in 35 (38%) and

retrograde distal access in 55 (60%). Supera stent length was 281 ± 111 mm, with

4, 5, and 6 mm devices being most commonly used: 32 (35%), 35 (38%), and

23 (25%), respectively. Technical success was achieved in 100% of subjects, as

was clinical success (per subject), whereas procedural success (per subject) was

obtained in 98%. At 24 months, freedom from clinically driven target lesion

revascularization was 93%, whereas primary patency was 87%. When compared

with a similar historical cohort, Supera stent use appeared to be associated with a

reduction in resources.

Catheter Cardiovasc Interv. 2024;1–9. wileyonlinelibrary.com/journal/ccd © 2024 Wiley Periodicals LLC. | 1

15

Supera™ : Clinical data subinAmal space (Supersub II-Study)

Prof. Dr. Erw in B lessing Veith Sym posium

Received: 28 September 2023 | Revised: 4 February 2024 | Accepted: 19 March 2024

DOI: 10.1002/ccd.31028

OR I G I NA L A R T I C L E ‐ C L I N I C A L S C I E N C E

A multicenter prospective observational study appraising
the effectiveness of the Supera stent after subintimal
recanalization of femoro‐popliteal artery occlusion: The
SUPERSUB II study

Luis Mariano Palena MD1,2 | Giacomo Isernia MD3 | Gianbattista Parlani MD3 |

Pierfrancesco Veroux MD4 | Ilaria Ficarelli MD5 | Arian Frascheri MD6 |

Aldo Pischedda MD7 | Lorenzo Patrone MD8 | Carlo Patrizio Dionisi MD9 |

Roberto Cianni MD10 | Flavio Airoldi MD11 | Pietro Landino MD12 |

Andrès Kleiban MD13 | Pietro Filauri MD14 | Giovanni Passalacqua MD15 |

Pier Luigi Antignani MD16 | Enrico De Rose MSc17 | Albert Valls MSc17 |

Giuseppe Biondi‐Zoccai MD18,19 | Marco Manzi MD1

1Interventional Radiology Unit, Endovascular
Interventions & Research, Foot & Ankle Clinic,
Policlinico, Abano Terme, Italy

2Endovascular Surgery Unit, Maria Cecilia
Hospital, GVM Care & Research, Cotignola, Italy

3Vascular Surgery Unit, A.O. Hospital Santa
Maria della Misericordia, Perugia, Italy

4Vascular Surgery Unit, AOU Policlinico G.
Rodolico ‐ San Marco, Catania, Italy

5Vascular Surgery Unit, A.O.R.N. Cardarelli,
Naples, Italy

6Hemodynamics O.U., Hospital Sant'Antonio
Abate, Erice, Italy

7Interventional Radiology Unit, A.O.U. Sassari,
Sassari, Italy

8Vascular and Interventional Radiology Unit,
London North‐West University NHS Trust‐
London, London, UK

9Vascular Surgery Unit, A.O. Cardinale Panico,
Tricase, Italy

10Interventional Radiology Unit, A.O. San
Camillo Forlanini, Rome, Italy

11Interventional Cadiovascolar Unit, IRCCS
Multimedica, Sesto San Giovanni, Milan, Italy

12Interventional Cardiology Unit, Casa di Cura
Maddaloni, Maddaloni, Italy

13Endovascular Areas, Instituto Medico
Ceniclar, Rosario, Argentina

14Interventional Radiology Unit, Avezzano
Hospital, Avezzano, Italy

Abstract

Background: Complex femoropopliteal artery disease represents a challenge. The

Supera stent holds the promise of improving the results of endovascular therapy for

complex femoropopliteal disease.

Aims: We aimed at appraising the early and long‐term effectiveness of the Supera

stent after successful subintimal angioplasty (SuperSUB strategy) for complex

femoropopliteal lesions.

Methods: We conducted a multicenter, prospective, single‐arm observational study

including consecutive patients at participating centers in whom Supera was

implanted after successful subintimal angioplasty for complex femoropopliteal

lesions.

Results: A total of 92 patients were included Femoropopliteal arteries were the

most common target, and lesion length was 261 ± 102 mm. Most procedures

were technically demanding, with antegrade femoral access in 35 (38%) and

retrograde distal access in 55 (60%). Supera stent length was 281 ± 111 mm, with

4, 5, and 6 mm devices being most commonly used: 32 (35%), 35 (38%), and

23 (25%), respectively. Technical success was achieved in 100% of subjects, as

was clinical success (per subject), whereas procedural success (per subject) was

obtained in 98%. At 24 months, freedom from clinically driven target lesion

revascularization was 93%, whereas primary patency was 87%. When compared

with a similar historical cohort, Supera stent use appeared to be associated with a

reduction in resources.
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Kruskal–Wallis' test, and Wilcoxon's test. Finally, Kaplan–Meier

analysis was used for censored variables. Statistical significance

was set at the two‐tailed 0.05, without multiplicity adjustment.

Computations were performed with SPSS, Version 24.

2.5 | Sample size

From historical site data, the primary endpoint (CD‐TLR) rate was

assumed as 60%; and by using the device under investigation, a

relative reduction (RR) of 35% had been estimated.

Taking into consideration a power of 0.95, an alpha error of

0.05%, the estimated sample size calculated via two‐sided

Fisher's exact test was 73 subjects. Accounting a 20% of attrition

the sample size was eventually computed as 92 (rounded up

from 91.3).

3 | RESULTS

A total of 92 patients were included, enrolled in 15 sites (Supporting

Information: Table 3S). Of these patients, eight were identified as

major protocol violators. The final number of subjects included in the

per‐protocol analysis was thus 84.

Patient features are presented in Table 1. Notably, the mean

age was 73.2 ± 9.2 years, with 11 (12%) women and as many as 56

(61%) diabetic individuals. Several comorbidities were evident,

including pulmonary disease in 16 (17%), chronic renal failure in

28 (30%), including 11 (12%) patients with end‐stage renal failure,

and cerebrovascular disease in 17 (18%). Bilateral peripheral

artery disease was present in 54 (58%), with prior surgical

revascularization in 6 (6%), and prior endovascular therapy in 55

(60%), with a history of amputation in 8 (8%) for the target limb

and 4 (4%) for the contralateral limb. Rutherford class was

distributed as follows: 4 in 27 (29.4%), 5 in 41 (45.1%), and 6 in

24 (25.5%).

Focusing on lesion features (Table 2), femoropopliteal

arteries were the most common target, with Trans‐Atlantic

Inter‐Society Consensus class C in 40 (44%) and D in 52 (56%),

and mean lesion length of 261 ± 102 mm. Most procedures were

technically demanding, with antegrade femoral access in 35 (38%)

and retrograde distal access in 55 (60%). Mean Supera stent

length was 281 ± 111 mm, with 4, 5, and 6 mm devices being most

commonly used: 32 (35%), 35 (38%), and 23 (25%), respectively.

In terms of procedural results, technical success was achieved

in 100% of subjects, as was clinical success (per subject), whereas

procedural success (per subject) was obtained in 98% of

individuals. Only two major procedural events, one pseudoaneur-

ysm and one vessel perforation during subintimal recanalization,

were adjudicated.

Clinical outcomes are summarized in Table 3, whereas long‐

term pharmacologic therapy is detailed in Supporting Information:

TABLE 1 Patient features.

Feature

N (%)* or
mean ± standard
deviation

Age (years) 73.2 ± 9.2

Female gender 11 (12%)

Caucasian ethnicity 89 (97%)

Hypertension 84 (91%)

Dyslipidemia 70 (76%)

Diabetes 56 (61%)

Previous or current smoking 73 (79%)

Atrial fibrillation 19 (21%)

Coronary artery disease 43 (47%)

Prior coronary artery bypass grafting 18 (19%)

Prior percutaneous coronary intervention 17 (18%)

Pulmonary disease 16 (17%)

Dialysis 11 (12%)

Chronic renal failure 28 (30%)

Cerebrovascular disease 17 (18%)

Carotid artery disease 11 (12%)

Previous carotid revascularization 7 (8%)

Monolateral peripheral artery disease 39 (42%)

Bilateral peripheral artery disease 54 (58%)

Previous surgical revascularization
(target limb)

Femoro‐popliteal bypass 3 (3%)

Thromboendoarterectomy 3 (3%)

Previous endovascular treatment

Target limb 14 (15%)

Contralateral limb 41 (45%)

Percutaneous transluminal angioplasty 21 (23%)

Prior stenting (nontarget limb) 22 (24%)

Target limb amputation

Toe 6 (6%)

Transmetatarsal 2 (2%)

Contralateral limb amputation

Toes 2 (2%)

Below‐the‐ankle 2 (2%)

Rutherford class

4 27 (29%)

5 41 (45%)

6 24 (26%)

*Sample size = 92.
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Table 4S. In particular, at 12 and 24 months, the Kaplan–Meier

estimate of freedom from CD‐TLR was 94% and 93%, respectively.

This can be interpreted as a 93% freedom from CD‐TLR post-

procedure with Supera stent (Figure 1). The primary end‐point at

12 months was assessed on 79 evaluable patients and at 24 months

was assessed on 78 evaluable patients. In addition, primary patency

was 87% at 24 months, with patency being primarily impacted by

technical aspects (stent position from healthy‐to‐healthy arteries, as

per core lab analysis). Notably, favorable results were adjudicated in

terms of clinical results (e.g., individual components of adverse

events, amputations, and Rutherford class shift) and quality of life

(Figure 2; Supporting Information: Figures 1S and 2S).

Focusing on safety, a total number of 61 serious adverse

events (SAEs) occurred. The number of patients that showed at

least one SAE was 46 (50%). The number of patients reporting

more than one SAE was 13 (28% of SAE patients). Deaths were 24,

and the outcome of the remaining SAE was as follows: recovered

in 32 cases, not recovered in 3 cases and recovered with sequelae

TABLE 2 Lesion and procedural features.

Feature

N (%) or
mean ± standard
deviationa

Target lesion distribution

Superficial femoral artery 39 (42%)

Femoropopliteal arteries 49 (53%)

Popliteal artery 5 (6%)

Below the knee 84 (91%)

Calcification

Mild 12 (13%)

Moderate 41 (45%)

Severe 39 (42%)

Trans‐Atlantic Inter‐Society Consensus II class

C 40 (44%)

D 52 (56%)

Lesion length (mm) 261 ± 102

Lesion length range (mm) 150–500

Type of lesion

De novo 79 (86%)

Re‐occlusion 13 (15%)

Access

Antegrade femoral access 35 (38%)

Retrograde femoral and cross‐over 57 (62%)

Retrograde distal access 55 (60%)

Supera stent length (mm) 281 ± 111

Supera stent length range (mm) 160–530

Supera stent diameter

4.5 mm 32 (35%)

5.0 mm 35 (38%)

5.5 mm 23 (25%)

6.0 mm 2 (2%)

Patent below the knee vessels at baseline 239 (94.8%)

Patent below the knee vessels at baseline 252 (100%)

aSample size = 92.

TABLE 3 Outcomes.

Outcome
Patients/
total (%)

P versus
baseline

Freedom from clinically driven‐target
lesion revascularization

12 months 74/79 (94%) ‐

24 months 73/78 (93%) ‐

Primary patency

12 months 69/77 (90%) ‐

24 months 65/75 (87%) ‐

Freedom from target limb major
amputation and clinically driven‐
target lesion revascularization

12 months 77/79 (98%) ‐

24 months 77/79 (98%) ‐

Freedom from major adverse events

12 months 61/66 (93%) ‐

24 months 51/57 (89%) ‐

Rutherford class

0

Baseline 0/92 ‐

12 months 59/79 (75%) <0.001

24 months 51/79 (64%) <0.001

4

Baseline 27/92 (29%)

12 months 4/79 (5%) <0.001

24 months 7/79 (9%) <0.001

5

Baseline 41/92 (45%) ‐

12 months 10/79 (13%) <0.001

24 months 15/79 (19%) <0.001

6

Baseline 24/92 (26%) ‐

12 months 4/79 (6%) <0.001

24 months 6/79 (8%) <0.001

PALENA ET AL. | 5
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Table 4S. In particular, at 12 and 24 months, the Kaplan–Meier

estimate of freedom from CD‐TLR was 94% and 93%, respectively.

This can be interpreted as a 93% freedom from CD‐TLR post-

procedure with Supera stent (Figure 1). The primary end‐point at

12 months was assessed on 79 evaluable patients and at 24 months

was assessed on 78 evaluable patients. In addition, primary patency

was 87% at 24 months, with patency being primarily impacted by

technical aspects (stent position from healthy‐to‐healthy arteries, as

per core lab analysis). Notably, favorable results were adjudicated in

terms of clinical results (e.g., individual components of adverse

events, amputations, and Rutherford class shift) and quality of life

(Figure 2; Supporting Information: Figures 1S and 2S).

Focusing on safety, a total number of 61 serious adverse

events (SAEs) occurred. The number of patients that showed at

least one SAE was 46 (50%). The number of patients reporting

more than one SAE was 13 (28% of SAE patients). Deaths were 24,

and the outcome of the remaining SAE was as follows: recovered

in 32 cases, not recovered in 3 cases and recovered with sequelae

TABLE 2 Lesion and procedural features.

Feature

N (%) or
mean ± standard
deviationa

Target lesion distribution

Superficial femoral artery 39 (42%)

Femoropopliteal arteries 49 (53%)

Popliteal artery 5 (6%)

Below the knee 84 (91%)

Calcification

Mild 12 (13%)

Moderate 41 (45%)

Severe 39 (42%)

Trans‐Atlantic Inter‐Society Consensus II class

C 40 (44%)

D 52 (56%)

Lesion length (mm) 261 ± 102

Lesion length range (mm) 150–500

Type of lesion

De novo 79 (86%)

Re‐occlusion 13 (15%)

Access

Antegrade femoral access 35 (38%)

Retrograde femoral and cross‐over 57 (62%)

Retrograde distal access 55 (60%)

Supera stent length (mm) 281 ± 111

Supera stent length range (mm) 160–530

Supera stent diameter

4.5 mm 32 (35%)

5.0 mm 35 (38%)

5.5 mm 23 (25%)

6.0 mm 2 (2%)

Patent below the knee vessels at baseline 239 (94.8%)

Patent below the knee vessels at baseline 252 (100%)

aSample size = 92.

TABLE 3 Outcomes.

Outcome
Patients/
total (%)

P versus
baseline

Freedom from clinically driven‐target
lesion revascularization

12 months 74/79 (94%) ‐

24 months 73/78 (93%) ‐

Primary patency

12 months 69/77 (90%) ‐

24 months 65/75 (87%) ‐

Freedom from target limb major
amputation and clinically driven‐
target lesion revascularization

12 months 77/79 (98%) ‐

24 months 77/79 (98%) ‐

Freedom from major adverse events

12 months 61/66 (93%) ‐

24 months 51/57 (89%) ‐

Rutherford class

0

Baseline 0/92 ‐

12 months 59/79 (75%) <0.001

24 months 51/79 (64%) <0.001

4

Baseline 27/92 (29%)

12 months 4/79 (5%) <0.001

24 months 7/79 (9%) <0.001

5

Baseline 41/92 (45%) ‐

12 months 10/79 (13%) <0.001

24 months 15/79 (19%) <0.001

6

Baseline 24/92 (26%) ‐

12 months 4/79 (6%) <0.001

24 months 6/79 (8%) <0.001
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in 2 cases. No event related to accident or malfunctioning of the

Supera stent or procedure under study was detected, and no stent

fractures were observed.

In terms of quality of life, EQ‐VAS scores improved significantly

from baseline (47.46) to 12‐month (63.63, p < 0.001) and 24‐month

follow‐up (71.51, p < 0.001) (Supporting Information: Figures 3S–6S).

Accordingly, benefits were seen for EQ‐5D‐5L (0.185, 0.053, and

0.051, both p < 0.001), Self‐Care (0.097, 0.034, and 0.031, both

p < 0.001), Usual Activities (0.224, 0.049, and 0.032, both p < 0.001),

and Anxiety/Depression (0.125, 0.047, and 0.027, both p < 0.001).

Similarly beneficial effects were also adjudicated for SF‐12 Physical

Component Summary (14.27 increase, p < 0.001, from baseline to

12 months and 4.47 increase, p < 0.001, between 12 and 24 months)

and SF‐12 Mental Component Summary (10.41 increase, p < 0.001,

from baseline to 12 months and 9.70 increase, p < 0.001, between

12 months and 24 months).

When comparing the outcomes of the Supera stent group to

the historical cohort, the former showed a higher rate of freedom

from TLR at 12 months (93% in the study group compared with

26.4% in the historical cohort, p < 0.001). Regarding resource use

comparisons, cumulative procedural costs and duration of

hospitalization (including both index and repeat procedures) in

the Supera group were significantly lower (6347 ± 1629€) in

comparison to the historic cohort (12,987 ± 6347€, p < 0.001)

(Supporting Information: Table 5S and Figure 7S). Similarly, the

Supera stent group also showed a significant reduction in total

hospitalization stay (4.3 ± 4.8 vs. 11.5 ± 8.9 days, p < 0.001).

Differences in costs were largely due to reductions in repeat

F IGURE 1 Kaplan–Meier analysis of freedom from clinically driven‐target lesion revascularization (CD‐TLR, panel A), primary patency (panel
B), freedom from the composite endpoint of device and procedure‐related death through 30‐day post‐procedure, target limb major amputation,
and CD‐TLR (panel C), and freedom from death or major target limb amputation (panel D). SE, standard error.

6 | PALENA ET AL.
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in 2 cases. No event related to accident or malfunctioning of the

Supera stent or procedure under study was detected, and no stent

fractures were observed.

In terms of quality of life, EQ‐VAS scores improved significantly

from baseline (47.46) to 12‐month (63.63, p < 0.001) and 24‐month

follow‐up (71.51, p < 0.001) (Supporting Information: Figures 3S–6S).

Accordingly, benefits were seen for EQ‐5D‐5L (0.185, 0.053, and

0.051, both p < 0.001), Self‐Care (0.097, 0.034, and 0.031, both

p < 0.001), Usual Activities (0.224, 0.049, and 0.032, both p < 0.001),

and Anxiety/Depression (0.125, 0.047, and 0.027, both p < 0.001).

Similarly beneficial effects were also adjudicated for SF‐12 Physical

Component Summary (14.27 increase, p < 0.001, from baseline to

12 months and 4.47 increase, p < 0.001, between 12 and 24 months)

and SF‐12 Mental Component Summary (10.41 increase, p < 0.001,

from baseline to 12 months and 9.70 increase, p < 0.001, between

12 months and 24 months).

When comparing the outcomes of the Supera stent group to

the historical cohort, the former showed a higher rate of freedom

from TLR at 12 months (93% in the study group compared with

26.4% in the historical cohort, p < 0.001). Regarding resource use

comparisons, cumulative procedural costs and duration of

hospitalization (including both index and repeat procedures) in

the Supera group were significantly lower (6347 ± 1629€) in

comparison to the historic cohort (12,987 ± 6347€, p < 0.001)

(Supporting Information: Table 5S and Figure 7S). Similarly, the

Supera stent group also showed a significant reduction in total

hospitalization stay (4.3 ± 4.8 vs. 11.5 ± 8.9 days, p < 0.001).

Differences in costs were largely due to reductions in repeat

F IGURE 1 Kaplan–Meier analysis of freedom from clinically driven‐target lesion revascularization (CD‐TLR, panel A), primary patency (panel
B), freedom from the composite endpoint of device and procedure‐related death through 30‐day post‐procedure, target limb major amputation,
and CD‐TLR (panel C), and freedom from death or major target limb amputation (panel D). SE, standard error.
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Abstract

Background: Complex femoropopliteal artery disease represents a challenge. The

Supera stent holds the promise of improving the results of endovascular therapy for

complex femoropopliteal disease.

Aims: We aimed at appraising the early and long‐term effectiveness of the Supera

stent after successful subintimal angioplasty (SuperSUB strategy) for complex

femoropopliteal lesions.

Methods: We conducted a multicenter, prospective, single‐arm observational study

including consecutive patients at participating centers in whom Supera was

implanted after successful subintimal angioplasty for complex femoropopliteal

lesions.

Results: A total of 92 patients were included Femoropopliteal arteries were the

most common target, and lesion length was 261 ± 102 mm. Most procedures

were technically demanding, with antegrade femoral access in 35 (38%) and

retrograde distal access in 55 (60%). Supera stent length was 281 ± 111 mm, with

4, 5, and 6 mm devices being most commonly used: 32 (35%), 35 (38%), and

23 (25%), respectively. Technical success was achieved in 100% of subjects, as

was clinical success (per subject), whereas procedural success (per subject) was

obtained in 98%. At 24 months, freedom from clinically driven target lesion

revascularization was 93%, whereas primary patency was 87%. When compared

with a similar historical cohort, Supera stent use appeared to be associated with a

reduction in resources.
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revascularization and hospital stay (either repeat or prolonged

ones, in the Supera stent group; Supporting Information:

Figure 8S).

4 | DISCUSSION

The present SuperSUB II prospective registry provides important

clinical data on the effectiveness of the Supera stent for the

endovascular treatment of patients with highly complex lower

limb peripheral artery disease requiring subintimal recanalization.

In particular, our study confirms the favorable results on this

device, highlighting that subintimal revascularization encompass-

ing Supera stenting in CLI patients with long BTK occlusions is

feasible and provides excellent results when considering validated

efficacy performance goals.

Endovascular therapy for challenging lower limb arterial disease

has evolved momentously in the last few decades, from the

pioneering experiences of Dotter, Gruntzig, and Kaltenbach, to the

innovative concept of subintimal recanalization championed by

Bolia.13 Stents have proved over time, despite several setbacks and

their evident inherent limitations, a key adjunct to optimize results of

suboptimal angioplasty.14 However, most stents, irrespective of

coatings, face enormous challenges in the lower limb districts, given

the everyday mechanical stresses imposed on them. While improve-

ments in alloy and coating have translated into improved clinical

results, the risk of stent compression, fracture, and similar mechanical

issues is substantial.15,16

F IGURE 2 Rutherford class (RC) distribution at baseline, 6‐, 12‐, and 24‐month follow‐up (p < 0.001 when comparing 6‐, 12‐, and 24‐month
follow‐up vs. baseline; panel A), and corresponding shift over time (panel B).
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stent after successful subintimal angioplasty (SuperSUB strategy) for complex
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Methods: We conducted a multicenter, prospective, single‐arm observational study

including consecutive patients at participating centers in whom Supera was

implanted after successful subintimal angioplasty for complex femoropopliteal

lesions.

Results: A total of 92 patients were included Femoropopliteal arteries were the

most common target, and lesion length was 261 ± 102 mm. Most procedures

were technically demanding, with antegrade femoral access in 35 (38%) and

retrograde distal access in 55 (60%). Supera stent length was 281 ± 111 mm, with

4, 5, and 6 mm devices being most commonly used: 32 (35%), 35 (38%), and

23 (25%), respectively. Technical success was achieved in 100% of subjects, as

was clinical success (per subject), whereas procedural success (per subject) was

obtained in 98%. At 24 months, freedom from clinically driven target lesion

revascularization was 93%, whereas primary patency was 87%. When compared
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Proper lesion prepara,on mandatory prior implanta,on of Supera™ stents

Robust clinical data from mul,ple single arm studies/registries also in very complex
lesions

They seem to work quite well, even in the subin,mal space

Lack of level 1 evidence (no head to head comparison trials)


