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(A prospective, multicenter, parallel, single-blind, randomized, pivotal study to
evaluate the safety and efficacy of the everolimus eluting bioresorbable stent
‘BRS™ compared to 'XIENCE Sierra™" stent in patients with de novo coronary
artery lesions.)

Abstract:

This study investigates the efficacy, clinical safety, and effectiveness of the everolimus drug-
eluting bioresorbable coronary stent BRS™ in a randomized controlled trial designed to enable
regulatory approval of this new device in South Korea. One hundred twenty-eight patients from
10 centers will be randomized to either the BRS™ group (n=64) or the reference XIENCE Sierra™
group (n=64). The indication is de novo coronary stenosis patients who need coronary stent
procedures with a reference vessel diameter of more than 2.5mm and less than 3.75mm, and a
lesion length of less than 19mm. The primary endpoint is angiographic in-segment late lumen
loss at 12 months. Secondary endpoints are major adverse cardiovascular events composed of
cardiac death, myocardial infarction, target lesion revascularization, and stent thrombosis at 12
months. In addition, optical coherence tomography imaging analysis will be analyzed at 36
months.
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