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Abstract

Many clinical trials are designed to compare a new treatment to a standard treatment or a 
placebo control, the goal is to show whether the new treatment is as effective as the standard one. 
The problem is theoretically interesting because it has been recognized as one for which the 
desired inference, instead of the usual *significant difference+ is *practical equivalence+. This 
study focuses on the process and strategy of test statistic for equivalence based on the ratio of two 
means with normal distribution proposed by Hauschke et al. (1999). The actual type I error and 
power of the test are computed by enumerating the exact probabilities in the rejection region 
under the significance level 0.05. The comparison between the test for equivalence and the test 
for comparison is assessed. The Monte Carlo simulation technique is used to generate data for 
evaluate the performance of test under 5,000 iterations at various situation. In addition; the 
sample size of clinical trial for proving equivalence based on the ratio of two means with normal 
distribution is derived.

The simulation results of this study indicate that the test for equivalence appear to 
conserve the level of 0.05. The power of test increase as the coefficients of variation decrease and 
the sample size increases. This test has higher power when the ratio of two means is closed to 1 
and the equivalence limits are defined as symmetry and large range.
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The test for equivalence has more accurate percentage than the test for comparison under 
the appropriated sample size.

In conclusion, this test is appropriate to evaluate the equivalence of two means with 
normal distribution. The performance of this test is better when the sample size, the coefficients 
of variation and the equivalence limits are derived properly. 
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