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Objectives: To assess the safety and impact of aspirin on cardiovascular outcomes in primary prevention.
Background: The use of aspirin in primary prevention without established coronary heart disease is still controversial. We performed a meta-analysis of randomized controlled trials (RCTs) comparing Aspirin to placebo for the primary prevention of cardiovascular events and mortality.
Methods: We searched PubMed, Medline, Embase and Cochrane for RCTs that compared Aspirin versus placebo in patients without established coronary artery disease. Trials that included patients with or without cardiac risk factors who were randomized to either Aspirin or placebo and that reported at least one of the studied outcomes were included. Study quality was assessed using the Jadad score. Heterogeneity of the studies was analyzed by Cochran’s Q statistics. Mantel Haenszel relative risk and mean difference were calculated using the random effect model. 
Results: Ten RCTs met our inclusion criteria and included 113900 patients with hypertension, dyslipidemia, tobacco smoking, or diabetes mellitus. The use of Aspirin was associated with lower non-fatal myocardial infarctions (MI) when compared to placebo (RR 0.79; 95% CI 0.64 –0.97; P=0.03). No significant difference in the incidence of fatal MI (RR 0.99; 95% CI 0.75 –1.29; P=0.92) or cardiovascular mortality (RR 0.95; 95% CI 0.83 –1.08; P=0.42) was observed between the two groups. There was an increase in the overall bleeding with the use of aspirin compared to placebo. (RR 1.33; 95% CI 1.16 –1.53; P<0.001). Lower all-cause mortality was noted in the Aspirin group compared to placebo (RR 0.94; 95% CI 0.89 –1.00; P=0.04).
Conclusions: Our findings suggest that the use of Aspirin in primary prevention is associated with a reduction in non-fatal MI and all-cause mortality at the cost of increased risk of bleeding. The use of aspirin should be made on a case-by-case basis.

