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Rubrik: KongreBbericht ACC

Important Topics at the ACC 2005 in Orlando:
CLARITY-TIMI-28 Trial

K. Huber

B Introduction

Recently, the impact on efficacy and safety of clopidogrel as
adjunct to thrombolytic therapy with unfractionated heparin
or enoxaparin has been tested in the CLARITY-TIMI-28 trial,
which also offered the possibility of performing pre-hospital
thrombolytic therapy. Several Austrian centers were activiely
involved in the trial, which was presented in the hot-line-ses-
sions of the ACC meeting in Orlando in March 2005 and has
already been published [1]. Clopidogrel was added to the
usual therapeutic regimens in order to improve the reperfusion
status and reduce the risk of further complications and death
in patients with acute myocardial infarction under pharmaco-
logical reperfusion therapy.

B Methods

The trial enrolled 3491 patients 75 years of age or younger
who presented within 12 hours after onset of ST-elevation
myocardial infarction (STEMI) and were randomly assigned
to receive clopidogrel (300 mg loading dose, followed by
75 mg once daily) or placebo. Patients received a fibrinolytic
agent (in about 70 % a fibrin-specific agent, in about 30 %
streptokinase), aspirin, as well as heparin, and were scheduled
to undergo angiography 48—-120 hours after the initiation of
study medication. The primary efficacy end point consisted of
an occluded infarct-related artery (IRA; TIMI flow grade O
or 1) on angiography or death or recurrent myocardial infarc-
tion before angiography.

B Results

Clopidogrel treated patients reached the primary combined
end point in 15.0 % vs. 21.7 % in the placebo group (36 %
relative risk reduction; p < 0.001) (Fig. 1). By 30 days, clopi-
dogrel reduced the odds of the composite end point of cardio-
vascular death, recurrent myocardial infarction, or urgent
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* Based on odds of an occluded infarct-related artery (TFG 0/1), death
or Ml by angiography for clopidogrel versus placebo (OR: 0.64 [0.53 to
0.76]; p < 0.001)

Table 1: Safety (mod. from [1])

Clopidogrel Placebo
(n=1733) (n=1719) p-value

Primary bleeding endpoint (%)

TIMI major 23(1.3) 19 (1.1) 0.64
Secondary bleeding endpoints (%)

TIMI minor 17 (1.0) 9(0.5) 0.17

TIMI major or minor 40 (2.3) 28(1.6) 0.18

Intracranial hemorrhage 8(0.5) 12 (0.7) 0.38
Bleeding through 30 days (%)

TIMI major 33(1.9) 30(1.7) 0.80

TIMI minor 27 (1.6) 16 (0.9) 0.12

TIMI major or minor 59 (3.4) 46 (2.7) 0.24

revascularization due to recurrent ischemia by 20 % (11.6 %
vs. 14.1 %; p = 0.03) (Fig. 2). Bleeding complications (intra-
cerebral or major) were comparable in the two groups (Tab. 1).

B Summary

In patients 75 years of age or younger who have acute STEMI
and who receive aspirin and a standard fibrinolytic therapy
(TNK-tPA, rt-PA, r-PA, or streptokinase), clopidogrel as ad-
junct antithrombotic agent improves the patency rate of the
IRA and reduces ischemic complications while its use seems
to be safe.

McCabe CH, Braunwald, E; for the CLARITY-
TIMI 28 Investigators. Addition of clopidogrel
to aspirin and fibrinolytic therapy for myocar-
dial infarction with ST-segment elevation.

N Engl J Med 2005; 352: 1179-89.
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Figure 1: Clopidogrel improved coronary perfusion (mod. from [1])

Figure 2: Clopidogrel reduced clinical events by 20 % at 30 days (mod. from [1])
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