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We conducted a multicenter, randomized, con-
trolled, triple-blind study to evaluate the ability of a
paclitaxel-eluting stent to inhibit restenosis. At three
centers, 177 patients with discrete coronary lesions
(<15 mm in length, 2.25 to 3.5 mm in diameter)
underwent implantation of paclitaxel-eluting stents
(low dose, 1.3 pg per square millimeter, or high
dose, 3.1 pg per square millimeter) or control stents.
Antiplatelet therapies included aspirin with ticlopidine
(120 patients), clopidogrel (18 patients), or cilosta-
zol (37 patients). Clinical follow-up was performed at
one month and four to six months, and angiographic
follow-up at four to six months.
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Technical success was achieved in 99 percent of
the patients (176 of 177). At follow-up, the high-
dose group, as compared with the control group, had
significantly better results for the degree of stenosis
(mean £ SD, 14 £ 21 percent wvs 39 * 27 percent,
P<0.001), late loss of luminal diameter [(0.29 *
0.72) mm vs (1.04 £0.83) mm (P<0.001)]),
and restenosis of more than 50 percent (4 percent s
27 percent, P < 0.001). Intravascular ultrasound
analysis demonstrated a dose-dependent reduction in
the volume of intimal hyperplasia (31, 18, and 13

mm®, in the high-dose,

low-dose, and control
groups, respectively). There was a higher rate of
major cardiac events in patients receiving cilostazol
than in those receiving ticlopidine or clopidogrel.
Among patients receiving ticlopidine or clopidogrel,
event-free survival was 98 percent and 100 percent in
the high-dose and control groups, respectively, at one
month, and 96 percent in both at four to six months.
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outpatients and providers may (#27R ) prevent adverse

events related to drugs.
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