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Objectives: To optimize PCI strategy for unprotected LM disease, we performed a randomized study: IVUS guided BMS or paclitaxel-eluting stent (PES) implantation after lesion pre-treatment with cutting balloon (CB).
Methods: One hundred three patients were randomly assigned to receive BMS (n _ 50) or PES (n _ 53) implantation. All interventions were IVUS guided, and CB pre-treatment before stenting was performed in all patients. All patients were scheduled for 6-month follow-up. Long term follow-up (three year) is already started.
Results: Baseline clinical characteristics were comparable in both cohorts. Stent implantation was successful in all lesions. Follow-up analysis showed binary restenosis in 11 (22%) BMS and in 3 (6%) PES patients (p _0.021). By IVUS, percentage of neointimal volume obstruction at 6 months was reduced from 25.20 _ 22.02% with BMS to16.60 _ 17.25% with PES (p _ 0.02). At 6 months, the major adverse cardiac event-free survival rate was 70% in BMS and 87% in PES patients (p _ 0.036).
Conclusions: This study demonstrates that PCI of LM with IVUS guidance and CB pre-treatment is safe and effective. No serious procedure-related complications were observed, and clinical outcomes appeared to be good. Finally, the findings demonstrate that implantation of PES may be superior to BMS in the large-diameter LM vessel at 6 months, warranting the performance of a large-scale randomized trial. Results of long term follow-up will be available soon.

