CONCOMITANT USE OF POLICOSANOL AND ORAL HYPOGLYCEMIC DRUGS IN OLDER DIABETIC PATIENTS 
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Abstract
Introduction: Coronary disease is the major complication and leading cause of death among patients with diabetes mellitus. Hyperlipidemia is common in patients with diabetes mellitus and the high frequency of coronary disease in diabetics is partly a consequence of the abnormalities of lipid metabolism. Policosanol is a cholesterol-lowering drug with concomitant antiplatelet effects. The efficacy and safety of policosanol have been investigated in clinical studies and post-marketing surveillance, included diabetic patients. Policosanol is very safe and no drug-related adverse events have been demonstrated, even in population subsets with high consumption of concomitant therapy, indicating that the potential risk of drug-drug interaction (DDI) for policosanol is low. This background supported to assess the potential interaction between policosanol and oral hypoglycemic drugs from the analysis of the data of the long-term prevention study with policosanol in the diabetic elderly.
Objective: The objective of the present analysis, we investigated whether concomitant administration of policosanol with oral hypoglycemic drugs induces some specific adverse event or disturbance on any safety indicator in older diabetic patients with hypercholesterolemia. 
Methods: We randomised 1470 elderly patients at high coronary risk to policosanol or placebo for 3 years. For this analysis, the records of all diabetic patients (144) taking oral hypoglycemic drugs were included. Analysis was by Intention-to-treat.  
Results: Both groups were well matched at baseline. At study completion, policosanol significantly reduced low-density lipoprotein cholesterol (LDL-C) (32.7 %), total cholesterol (24.8 %), triglycerides (31.7 %) and raised high-density lipoprotein cholesterol (HDL-C) (9.6 %). Of 144 diabetic patients consuming oral hypoglycemic drugs, 36 (25 %) discontinued the study, 28/79 placebo (35.4 %) and 8/65 policosanol (12.3 %) patients. Of them, 22 patients (19 placebo, 3 policosanol) (p<0.01) discontinued prematurely the study because of some adverse event. No disturbance of any safety indicator was found. Policosanol no modify control of glucose of these patients. The serious vascular adverse events in policosanol patients taking oral hypoglycemic drugs (1/65, 1.5 %) was lesser (p<0.01) than in placebo (18/79, 22.8 %). Also, the frequency of moderate and mild adverse events reported in the policosanol group was lower (p<0.05) compared with placebo group. 
Conclusion: It is concluded that policosanol therapy added to older hypercholesterolemic diabetic patients taking oral hypoglycemic drugs produced relevant benefits on lipid profile and the frequency of serious adverse events respect to placebo, then indicated concomitant with oral hypoglycemic drugs in elderly, without increase any adverse event.
1
1

