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One-step Sample Size Determination for 2x2 Bioequivalence Study
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ABSTRACT - There are several approaches to calculate a sample size for bioequivalence test. Among these approaches,
sample sizes determination based on Schuirmann's two one-sided tests procedures has been used most popularly in case of
2x2 bioequivalence study. Here we proposed simple sample size table for conventional 2x2 bioequivalence test based on
Schuirmann's two one-sided tests in accordance with Korean Guidelines for Bioequivalence Test. This table will allow
researchers with a little statistical background to calculate the sample size for bioequivalence with easy process.

Key words — Bioequivalence, Sample size, Statistical power
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Table I-Totfal sample sizes needed for bioequivalence test
according to the guideline of Korea Food & Drug Administration
(2x2 multiplicative model at the power of 0.8)

Clw% 0

0.9 0.95 1 1.05 1.1
10 12 8 6 8 10
12 16 8 8 8 14
14 20 12 10 10 18
16 26 14 12 14 22
18 30 16 14 16 26
20 38 20 16 18 32
21 40 22 18 20 36
22 44 22 18 22 38
23 48 24 20 24 42
24 52 26 22 26 44
25 56 28 24 28 48
26 60 30 24 30 52
27 66 32 26 32 56
28 70 34 28 34 60
29 74 38 30 36 64
30 80 40 32 38 68
31 84 42 34 40 72
32 90 44 36 44 76
33 94 46 38 46 80
34 100 50 40 48 86
35 106 52 42 50 90
36 110 54 44 54 94
37 116 58 46 56 100
38 122 60 48 60 104
39 128 64 52 62 110
40 134 66 54 64 114
41 140 70 56 68 120
42 148 72 58 70 126
43 154 76 60 74 130
44 160 78 64 76 136
45 166 82 66 80 142
46 174 84 68 82 148
47 180 88 72 86 154
48 188 92 74 90 160
49 194 94 76 92 166
50 202 98 80 96 172
52 216 106 84 102 184
54 230 112 90 110 196
56 246 120 96 116 208
58 260 126 102 124 222
60 276 134 108 132 236
65 316 154 124 150 270
70 358 174 140 170 304
75 400 194 156 190 340
80 444 214 172 210 376
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