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ISAR- DESIRE A

12-month results

Conclusions
In patients presenting with

version

JES restenosis:
e Paclitaxel-coated balloon based strategies confirmed

a high clinical satety profile out to 12 months

e Neointimal modification with scoring-balloon significantly

improves the angiograpr

paclitaxel-coated balloor

Study design

Prospective, randomized, active

IC ar

tirestenotic efficacy of

ang

controlled multi-center clinical trial

Objective

To compare the anti-restenotic
efficacy of scoring balloon (SCB]
pre-dilatation before paclitaxel-
coated balloon (DCB]) therapy vs
standard balloon pre-dilatation
[POBA) before DCB therapy in
patients with limus-eluting stent
[LES) restenosis

Endpoints

Primary endpoint

e Diameter stenosis at 6 to 8 months

Secondary endpoints
e Binary restenosis

e Target Lesion Revascularization

(TLR)

e Death / Myocardial Infarction (Ml)

e Target lesion thrombosis

joplasty

252 patients with LES-ISR
(In-Stent Restenosis)

enrolled between June 2012
and December 2014

AngioSculpt POBA
[SCB) n =125 n=127

Pantera Lux (DCB)

6 to 8-month angiographic

follow-up (80.6%, n = 203)

\/
12 and 24-month clinical
follow-up

Inclusion/exclusion criteria

Inclusion criteria
e Stenosis >b50% in LES
e Symptoms/signs of ischemia

Exclusion criteria
e | esion In left main stem
e Acute STEMI

e Cardiogenic shock


https://biohub.app.bigtincan.co.uk/#story/7621924

Dec 2018

Baseline characteristics were not significantly different in

the two groups

Primary endpoint result

Diameter stenosis at 6 to 8-month follow-up angiography
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Diameter stenosis at follow-up angiography (%)
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Secondary endpoint results

6 to 8-month angiographic follow-up

SCB+DCB POBA+DCB p-value
Binary restenosis 18.5% 32.0% 0.026
12-month clinical follow-up

SCB+DCB POBA+DCB p-value
Target lesion revascularization 16.2% 21.8% 0.26
Death or M 4.0% 3.4% 0.73
TLR 0% 0% -
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