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Background:  The outcome of women undergoing percutaneous coronary intervention (PCI) appears to be improving.  Still, there are conflicting results regarding rates of restenosis and major adverse cardiac events (MACE) in women compared to men receiving bare-metal stents (BMS) and there is only limited data on sex differences in outcomes with drug-eluting stents (DES).  The purpose of this study was to assess the association of sex with outcomes of patients receiving sirolimus-eluting stents (SES).
Methods:  Aggregate data from 4 randomized, controlled pivotal trials of SES versus BMS in de novo coronary artery lesions (RAVEL, SIRIUS, E-SIRIUS, and C-SIRIUS) were analyzed.  Outcomes of interest were MACE, including death, myocardial infarction (MI), target vessel revascularization (TVR), and target lesion revascularization (TLR), as well as binary restenosis.  TVR included any clinically driven repeat PCI or bypass surgery of the target vessel.  TLR was any repeat PCI of the target lesion or bypass surgery of the target vessel performed for recurrent angina, ischemia, or diameter stenosis (DS) ≥70% by quantitative coronary angiography.  Binary restenosis at angiographic follow-up was defined as a DS >50%.  Outcomes were stratified by sex and stent type (SES vs. BMS).
Results:  A total of 878 patients were randomized to SES (72% men and 28% women) and 870 to BMS (72% men and 28% women).  In both groups, women were an average of 5 years older, had more comorbidities, and had a higher frequency of angina at rest, but a lower prevalence of prior MI or prior revascularization.  Both women and men benefitted from the use of SES compared with BMS in terms of restenosis and clinical outcomes.  When treated with SES, women and men had similar rates of late loss and binary angiographic restenosis whereas women treated with BMS had more prominent late loss and higher rates of angiographic restenosis than men.  Women and men treated with SES also had similar rates of in-hospital death, MI, stent thrombosis, and MACE.  These findings persisted at 30-day and 1-year follow-up.  Among patients treated with BMS, women had significantly higher MI at 1-year than men.  Female sex was not associated with in-segment binary restenosis or clinical events at any time point in either the DES or BMS groups.
Conclusions:  Despite having less favorable baseline characteristics, women compared to men have similar angiographic and clinical outcomes with the use of SES.  In addition, women may derive even more benefit than men with the use of SES over BMS due to higher restenosis rates with BM stenting.
