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ABSTRACT

BACKGROUND

Sirolimus-eluting stents reduce rates of restenosis and reintervention, as compared
with uncoated stents. Data are limited regarding the safety and efficacy of such
stents in primary percutaneous coronary intervention (PCI) for acute myocardial
infarction with ST-segment elevation.

METHODS

We performed a single-blind, multicenter, prospectively randomized trial to com-
pare sirolimus-eluting stents with uncoated stents in primary PCI for acute myocar-
dial infarction with ST-segment elevation. The trial included 712 patients at 48
medical centers. The primary end point was target-vessel failure at 1 year after the
procedure, defined as target-vessel-related death, recurrent myocardial infarction,
or target-vessel revascularization. A follow-up angiographic substudy was performed
at 8 months among 174 patients from selected centers.

RESULTS

The rate of the primary end point was significantly lower in the sirolimus-stent
group than in the uncoated-stent group (7.3% vs. 14.3%, P=0.004). This reduction
was driven by a decrease in the rate of target-vessel revascularization (5.6% and
13.4%, respectively; P<0.001). There was no significant difference between the two
groups in the rate of death (2.3% and 2.2%, respectively; P=1.00), reinfarction (1.1%
and 1.4%, respectively; P=1.00), or stent thrombosis (3.4% and 3.6%, respectively;
P=1.00). The degree of neointimal proliferation, as assessed by the mean (+SD)
in-stent late luminal loss, was significantly lower in the sirolimus-stent group
(0.14+0.49 mm, vs. 0.83+£0.52 mm in the uncoated stent group; P<0.001).

CONCLUSIONS
Among selected patients with acute myocardial infarction, the use of sirolimus-elut-
ing stents significantly reduced the rate of target-vessel revascularization at 1 year.
(ClinicalTrials.gov number, NCT00232830.)
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