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EFFICACY ON LIPOPROTEIN PROFILE AND TOLERABILITY OF SUSTAINED RELEASE FORMULATION OF SIMVASTATIN; IS THERE ANY DIFFERENCE BETWEEN MORNING INTAKE OR NIGHTTIME GROUP? 
S.H. Kim1, H.Y. Lee2, J.B. Seo1, J.H. Zo1, M.A. Kim1
1Seoul Metropolitan Boramae Hospital, 2Seoul Metropolitan Bukbu Geriatric Hospital, Seoul National University, Seoul, Korea
Background: Statins with short duration of action were recommended to nighttime intake for maximal lipid-lowering effect. But nighttime intake resulted in lower compliance. This study was designed to evaluate the efficacy on lipoprotein profile and tolerability between morning and night intake of newly developed sustained release formulation of simvastatin in hypercholesterolemic patients.
Methods: This was prospective randomized, double blind, multicenter trial at 5 centers. Patients who were candidates of drug therapy with low density lipoprotein cholesterol (LDL-C) between 130 and 220 mg/dL and triglyceride < 400 mg/dL were enrolled. These patients were randomized into morning or night group, and received sustained release form of simvastatin 20 mg and placebo twice per day for 8 weeks. 
Results: 298 patients were screened, 132 patients were enrolled in this study (64 for morning group, 68 for night group). LDL-C level was decreased significantly both in morning and night intake group and there was no significant between-group differences (-35.7% vs -38.5%, p=0.26). There were no significant differences in changes of total cholesterol, triglyceride and HDL-C level between two groups (-26.2% vs -27.6 %, -12.4% vs -7.3% and +10.5% vs +11.8%, p=NS). There were no significant differences in changes of apoB/A1, LDL/HDL ratio and target achievement rates between two groups. Drug compliance in the morning was significantly greater than that of night in two groups.
Conclusion: Morning intake of sustained release form of simvastatin improved lipoprotein profiles significantly and there was no difference between morning and night intake. Morning intake significantly improved drug compliance.

