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Drug-coated balloon therapy
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Drug-coated balloon angioplasty for the treatment of
coronary drug-eluting stent restenosis has demonstrated
encouraging results and has the advantage of avoiding
additional stent layers in restenotic lesions
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Study Organization

. 252 patients with DES-restenosis enrolled
Desi g n between June 2012 and December 2014 in
4 centers in Germany

DESIGN:
Prospective, randomized, active
controlled, multicenter clinical trial

INCLUSION CRITERIA: :

1. Stenosis > 50% in “limus® - Scoring balloon Standard balloon
' : plus paclitaxel- plus paclitaxel-

eluting DES _ _ _ coated balloon coated balloon

2. Symptoms/signs of ischemia (N=125) (N=127)

EXCLU.SIO.N CRITERIA: Angiographic follow-up at 6-8

1. Lesion in left main stem months in 80.4% (N=203)*

2. Acute STEMI

3. Cardiogenic shock Clinical follow-up at 12 months

SPONSOR: Deutsches Herzzentrum *no significant differences across groups
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Baseline Characteristics

Lesions
Scoring balloon Control
N =125 N\
Stent type, %

biolimus-eluting 11.2 12.6
everolimus-eluting 59.2 60.6
sirolimus-eluting 24.8 19.7
zotarolimus-eluting 4.8 6.3

No significant differences across groups
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Primary Endpoint
Diameter Stenosis at Follow-up Angiography
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Secondary Endpoint
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Secondary Endpoint
Death/Myocardial Infarction
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