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A method to allocate sample size into each region

in multiregional clinical trial
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[Abstract] Objective

To find a way to allocate sample size into each region in a multi-regional

clinical trial, and to find the minimal sample size for the smallest region so that there is a high

probability of consistent trend in treatment effect across regions.

of observing a consistent treatment effect and provide some numerical calculations.

Methods We derive the probability

Results For two

regions, with the power of 0. 8, the smaller region should contribute at least 9. 3% (or 22.2%) of the

total sample size to get a probability of around 80% (or 90%); for a consistent treatment effect and

when the power is equal to 0. 9, the smallest region should contribute at least 6. 8% (or 15.9%) to get

probability around 80% Cor 90%).

Conclusions

For two regions, the bigger the proportion of

patients from the smaller region,the more the probability that the treatment effect is consistent across

the two regions.
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Tab 1 The relation between the consistency probability

and the sample proportion p, , p, %)
Power = 80 % Power=90%

P b1 2 P P b2

75 6. 00 94. 00 75 4,90 95. 10
80 9. 30 90. 70 80 6. 80 93. 20
85 14. 20 85. 80 85 10. 40 89. 60
90 22,20 87.80 90 15. 90 84. 10
95 42,90 57.10 95 26. 60 73. 40

P is the probability of the consistent treatment effect
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