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Objectives: To compare the effectiveness and safety of ezetimibe 5 mg and 10 mg coadministered with simvastatin
10 mg in terms of (1) percentage of change from baseline in serum lipid, hsCRP and fibrinogen (2) percentage of
patients who achieved LDL-C goal according to NCEP-ATP Il Guideline(2001), (3) adverse events rate, and
(4) 8 weeks cost per % LDL-C reduction

Methods: A randomized, open-labeled, parallel study that enrolied patients from outpatients department,
Phramongkutklao hospital, Bangkok., Thailand during September, 2005 to March, 2006. Ninety patients were
randomly equally assigned to receive either simvastatin 10 mg alone, ezetimibe 5 mg coadministered with simvastatin
10 mg and ezetimibe 10 mg coadministered with simvastatin 10 mg for a duration of 8 weeks. Clinical cutcomes were
evaluated in terms of (1) percentage of change from baseline in serum lipid, hsCRP and fibrinogen (2) percentage of
patients who achieved LDL-C goal according to NCEP-ATP il Guideline(2001), (3) adverse events rate, and
(4) 8 weeks cost per % LDL-C reduction

Results: Baseline patients demographics were similar in all 3 groups (all p > 0.05). All regimens significantly
reduced TC, TG, LDL-C and hsCRP from baseline (p < 0.05). At 8 weeks, Ezetimibe 5 mg coadministered with
simvastatin 10 mg and ezetimibe 10 mg coadministered with simvastatin 10 mg reduced TC and LDL-C not
significantly different (p = 0.569 and 0.586, respectively). Combination of ezetimibe 5 mg and 10 mg with simvastatin
10 mg provided an incremental LDL-C reduction of 20.17% and 16.74% more than simvastatin 10 mg alone (p <
0.016; both group). There was no significant difference in the percentage of change in serum HDL-C, hsCRP and
fiorinogen. At 8 weeks, The percentage of patients who achieved LDL-C goals according to NCEP-ATP Ili guidelines
was not significantly different between ezetimibe 5 and 10 mg coadministered with simvastatin (93.3% and 90.0%)
(p = 1.000) and allowed more patients to achieve goal than simvastatin 10 mg alone(56.7%) (p=0.001 and 0.004,
respectively). In addition, the number of patients who experienced adverse events was not significantly different
between all groups (p = 1.000). Eight weeks cost per % LDL reduction in the co-administration of ezetimibe 5 mg
with simvastatin 10 mg was lower nearly approximately half than that in the co-administration of ezetimibe 10 mg with
simvastatin 10 mg (43.24 baht and 86.81 baht, respectively)

Conclusions: Coadministration of ezetimibe 5 mg with simvastatin 10 mg provides comparable TC and LDL -C
lowering effect and proportion of patients achieving NCEP-ATPIIl goal with ezetimibe 10 mg coadministered with
simvastatin 10 mg. Both of the co-administration regimen had an safety profile similar to that of simvastatin 10 mg
alone. Ezetimibe 5 mg was 8-weeks cost per % LDL reduction lower than ezetimibe 10 mg when coadministered with
simvastatin 10 mg so combination of ezetimibe 5 mg and simvastatin 10 mg is an alternative treatment which can

reduce cost of medication. ”





