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patients./ participants

include ~inclusion.”exclude.”exclusion

eligible.~enrolled

<piI>

Patients were eligible if they had had an acute myocardial infarction or had a hospital discharge
diagnosis of unstable angina between 3 and 36 months before study entry.
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After stratification according to the qualifying event (myocardial infarction or unstable angina) and
clinical center, patients were randomly assigned to receive either 40 mg of pravastatin (Pravachol,
Bristol-Myers Squibb) or matching placebo once daily.
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main outcome.” primary outcome

primary endpoint
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The primary study outcome was death from CHD. Deaths from CHD were further classified as death
due to fatal myocardial infarction, sudden death, death in the hospital after possible myocardial
infarction, or death due to heart failure or another coronary cause.
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random.”randomly.”randomize.~ randomization

conceal .~ concealment

independent center

<H1>

After stratification according to the qualifying event (myocardial infarction or unstable angina) and
clinical center, patients were randomly assigned to receive either 40 mg of pravastatin (Pravachol,
Bristol-Myers Squibb) or matching placebo once daily.
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baseline

characteristic./factor./feature

similar.~not significant./no difference ~well balanced.”evenly distributed
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The two groups were very well balanced in terms of base-line characteristics (Table 1).
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Intention-to-treat/ITT

<piI>

All analyses were performed on an intention-to-treat basis.
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follow up rate, lost to follow up

withdraw.” stop.~ compliance

<pl>

After one year, after three years, and at the end of the study, 6 percent, 11 percent, and 19 percent,
respectively, of the patients randomly assigned to treatment with pravastatin had permanently stopped
taking the study drug, whereas 3 percent, 9 percent, and 24 percent of those assigned to placebo had
begun open-label therapy with a cholesterol-lowering drug.
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mask.~masking.~blind.~blinding

<piI>

In a double-blind, randomized trial, we compared the effects of pravastatin (40 mg daily) with those of
a placebo over a mean follow-up period of 6.1 years in 9014 patients who were 31 to 75 years of age.
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sample size

calculate

o~ alfa~alfa level ~p value

power

<BiI>

The study was designed to have 80 percent power to detect a reduction of 18.3 percent in the risk of
death due to CHD at five years, with a two-sided P_value of <0.05. The trial was planned to continue
until 700 deaths from CHD had occurred unless it was stopped early.
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