18 March 2025

PROTOCOL TITLE: Impact of erythropoietin on hematological adaptations and physical
performance

NCT: 05078138



18 March 2025

B5.8.1 Sample Size Estimation
Based on results for multiple outcomes across different studies (Table 1) a sample size of 8 is
required to statistical significance.

Table 1: Previous study effect sizes

Study Outcome Delta Effect Size Sample Size
Thomson et al. TTE 106 1.40 7
Plenge et al. Hct 51+3 1.56 7
Caillaud et al. CHO Oxidation 0.7 £0.3 1.24 4
Caillaud et al. Fat Oxidation = 0.2+0.05 3.51 2

B5.8.2 Data analysis

Statistical analyses will be conducted using either SPSS (IBM Corp. Armonk, NY), SAS 9.3
(SAS Institute Inc., Carey, NC), or equivalent. Common descriptive statistics will be used to
describe volunteer characteristics. Shapiro-Wilk tests will be used to determine normality of
data. Paired t-tests will be used to assess phase effects (PRE vs. POST injection) for glucose
turnover, and substrate oxidation. Repeated measures ANOVA will be used to assess main
effects of time for physical performance. Mixed-model repeated measure ANOVA will be used to
assess main effects of phase (PRE vs. POST injection), time and their interaction for blood
analytes and muscle molecular analysis. If interactions are significant, appropriate post-hoc
correction will be used to examine these relationships. Correlation coefficients and multiple
regression analysis will be used to evaluate relationships between study outcome measures.
The alpha level will be adjusted for multiple comparisons, with the level for statistical
significance set at P < 0.05.
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