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Power calculation

The initial power calculation for the study estimated that 144 patients would be sufficient to
have 80% power to detect a difference in response rate of the size 30% vs 10%, for two groups
(CTC<5 and CTC=5) of equal size, as significant at the alpha level 0.05 with Fisher’s exact test.
But, the plan was to use the more powerful log rank test to test for differences in survival
between the two groups. Hence the power would most likely be higher than 80% under this

scenario.

In 2014, a revised power calculation was performed based on the results in the meta analysis by
Bidard et al (1). Assumptions: Exponentially distributed survival times, groups of equal size,
median PFS in the two groups of 11.4 and 6.5 months, respectively, an accrual period of 36
months and an extra follow-up period of 12 months after the last accrual. Then 154 patients
would be sufficient to have 90% power to detect this difference in PFS as significant at the alpha

level 0.05 with a log rank test.

The program PS: Power and Sample Size Calculation version 3.1.2, 2014 was used for these

calculations (2).
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