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Abstract:  
Objectives: Investigate whether policosanol 
administered for 3 years was able to reduce the 
incidence of vascular serious adverse events (SAE) in 
older hypercholesterolemic patients. 
Methods: We randomized 1470 old patients of both 
sexes with type II hypercholesterolemia, between 60 to 

-lipid coronary risk factors. 
They were treated with policosanol or placebo, for 3 
years. The incidence of vascular SAE occurred during 
the study was considered as a primary efficacy variable, 
while the total of SAE (vascular and non-vascular), 
mortality, and the changes on lipid profile were 
considered secondary efficacy variables. Analysis was 
done by Intention-to-treat.  
Results: The frequency of vascular SAE was lower in the 
policosanol group (15 events) compared with placebo 
(49 events). The amount of cardiovascular SAE 
compared to placebo (33 events) was significantly lower 
in the policosanol group (7 events). Also, there were 12 
cerebrovascular SAE (1.6 %) in the placebo and 5 (0.7 
%) in the policosanol group. There were 109 patients 
who experienced SAE: 83 (11.3 %) in placebo and 26 
(3.5 %) in policosanol group (p<0.0001). Twenty-three 
(23) deaths occurred up to study completion: 19 in the 
group of placebo patients (2.6 %), and 4 in the 
policosanol group (0.5 %). At study completion, the 
changes induced by policosanol in LDL-C, total 
cholesterol, triglycerides and HDL-C with respect to 
baseline were -30 %, -22 %, -20 % and +15 %, 
respectively.  

Conclusions: The group treated with policosanol 
reported a significant lower amount of vascular SAE and 
mortality, relevant positive changes on serum lipid 
profile and lower frequency of total AE. These findings 
support the recommendation of policosanol use as 
treatment in primary or secondary prevention program 
for older patients at cardiovascular risk. 
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