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TREATMENT OF CORONARY IN-STENT RESTENOSIS WITH PACLITAXEL-COATED BALLOON CATHETER: 36- MONTH CLINICAL RESULTS 
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Jerez University Hospital, Jerez de la Frontera, Spain

Background and Objectives: Paclitaxel-coated balloons (PCB) have been proven to be effective for the treatment of coronary in-stent restenosis (ISR) after bare-metal stent (BMS) or drug-eluting stent (DES) implantation. This study aims to evaluate the long-term safety and efficacy of the second-generation SeQuent Please PCB in coronary ISR. Methods: Between May 2009 and February 2011, all consecutive patients with ISR lesions treated with the SeQuent Please PCB at our institution were prospectively included. Patients were followed up for 36 months by clinical observation. The primary endpoint was the clinically driven target lesion revascularization (TLR) rate at 36 months. The secondary endpoint was the rate of major adverse cardiac events (MACE: defined as a composite of cardiac death, myocardial infarction, and TLR) at 36 months. Results: 63 patients with 73 ISR lesions (39 BMS, 34 DES) were included. Mean age was 67.4±11.7 years and 55.6 % were diabetics. The majority of patients presented with stable angina (61.9 %). The target lesion was mainly located in the right coronary artery (42.5%). The mean reference vessel diameter was 3.0±0.5 mm and the mean target lesion length was 19.7 ± 6.6 mm. Procedural success was 100 %. The TLR rate was 4.8 % after 36 months. Cumulative MACE at 36 months was 11.1 %, with 4.8 % cardiac death and 3.2 % myocardial infarction. No vessel thrombosis was documented. The TLR rate did not differ for PCB angioplasty for BMS-ISR compared with DES-ISR (2.9 % vs. 7.1%, p=0.58). Baseline lesion characteristics and procedural data did not differ except for a longer lesion length for BMS-ISR compared with DES-ISR (21.7±6.0 mm vs. 17.3±6.5 mm, p=0.004).
Conclusions:  Treatment of coronary ISR with the SeQuent Please PCB provides good clinical outcomes demonstrated by the low TLR rate and low MACE rates at long-term follow-up.


