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Abstract: Following brief introduction of the equivalence test, a sample is given to exemplify its performance with Equiv-

TestTM 2.0 software and with the major results were interpreted.
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CIFICATIONS) | (DESCRIPTIVE STAT
ISTICS) , (PARAMETRIC METHODS).
(D SPECIFICATIONS

Date: Monday, June 09, 2003 at 21:11:59
Data Set: TOX
Analysis: Means - Independent Group Design

Outcome: Weight
Grouping: Dose [Test: High dose]
Equivalence Parameter: Difference of Means
90.00% CI: [ -31.2843, 21.4643 ]
Equivalence Bound(s) [Lower]: -100.6060
[Upper]: 100.6060

Alpha Value(s) [Lower]: 0.0500
[Upper]: 0.0500
o
@ DESCRIPTIVE STATISTICS
Test Reference
Mean 498.1199 503.0300
Standard Error (Mean) 9.3764 11.9755
Geometric Mean 497.3405 501.7155
Median 496.2000 508.1000
Standard Deviation 29.6509 37.8698
Variance 879.1795 1434.1270
Min 465.0000 428.8999
Max 555.5000 565.5000
Range 90.5000 136.6000
n 10 10
(3 PARAMETRIC METHODS

Classical (shortest) Confidence Interval:
Difference=Mean for Test-Mean for Reference=-4.9100

Confidence Bounds

Specified Observed Within equivalence

limits?
Lower [5.00]% Conf. limit -100.6060 -31.2843 Yes
Upper [5.00]% Conf. limit 100.6060 21.4643 Yes

Chow SC, Liu JP. (1992): Design and Analysis of Bioavailability
and Bioequivalence Studies. Published by Marcel Dekker Inc.,
New York.
Schuirmann OST/TOST:
Null Hypothesis L: Mean T- Mean R <= Lower Bound
=-100.61
Null Hypothesis U: Mean T- Mean R >= Upper Bound
=100.61
t-Value

One-sided P-value to

reject non-equivalence

Specified Observed Specified Observed
Null hypothesis L t-statistic ~ 1.7340  6.2918  0.0500 3.117E-06
Null hypothesis U t-statistic -1.7340 -6.9374  0.0500 8.757E-07

Both one-sided tests reject the null hypothesis, so equivalence
within the specified equivalence bounds can be claimed.

Chow SC, Liu JP. (1992): Design and analysis of bioavailabili-
ty and bioequivalence studies. Published by Marcel Dekker Inc.,
New York.
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