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Bioresorbable Scaffolds are Here
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FDA Approves Bioresorbable
Scaffold for BTK Lesions

(UPDATED) The approval marks the return of the dissolving-
scaffold concept, which so far has failed to find success in the
coronaries.
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Methods

Retrospective review of clinical and target lesion information in patients treated with
BAP-DES after failed PTA between 09/2021 and 010/2023

Primary endpoint was 1-year freedom from binary restenosis (PSVR 2.0)
Secondary endpoints included freedom from major adverse CV event, overall
survival at 1 years, and event-free survival

All patients with suboptimal balloon angioplasty resullts (either flow-limiting
dissection or residual stenosis greater than 50%) underwent implantation of a
Bioresorbable Polymer(BAP) DES

Patients who had a BAP-DES placed in a native infrageniculate vessel for the
treatment of CLTI were included in the analysis

Angiograms were reviewed to confirm type of intervention, stent placement and
lesion characteristics

All procedures were performed using intraven unfractionated heparin to achieve
ACT >250.

All cases underwent prospective surveillance with duplex ultrasonography at an
ICAVL certified vascular laboratory at 1,6,and 12months post intervention.
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Bioasbsorbable Polymer-DES Cohort: Patient Demographics

Comorbid Conditions
Coronary Artery Disease
Diabetes
Chronic Kidney Disease
Hypertension

Rutherford Grade
Class 4
Class 5
Class 6

ultaneous Fem-Pop
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Bioasbsorbable Polymer DES Cohort:
Lesion and Intervention Characteristics

Treated Vessels
Chronic Total Occlusion

Reference Vessel Diameter (mm)

Baseline Lesion Length (mm)

Number of Overlapping Stents

Target Vessels
Anterior Tibial (AT) 33/93 (35)
Posterior Tibial (PT) 38/93 (40)
Peroneal Artery (PA) 8/93 (9)
Tibioperoneal trunk + PT 12/93 (13)
Tibioperoneal trunk + PA 6/93 (6)

Immediate Technical Success
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(— Modifed sunvvad Curve BAP-DES appear to be safe and effective in the infrapopliteal
circulation for CLTI pts after failed angioplasty

There is an opportunity to re-invest and re-evaluate the ideal
scaffold for BTK applications

A great number of research opportunities available

At our Practice, Long lesion POBA based on the evidence from the
randomized trials

BAP-drug eluting stents or BVS for short lesions or bailout in the
setting of recoil or dissection for long lesions

Reserve atherectomy for dense/severe calcification
150 700
Time (days) Opportunities to re-examine the role of permanent DES for BTK m
with prospective datasets?? =

Composite endpoint included overall survival, minor or major amputation, major adverse cardiovascular event, « Mount
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