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14.4.6 Summary statistics and changes from baseline of Oxygen flow [L/min] 

 -------------- Result -------------  Baseline  ---- Change from baseline ----  

Visit | n | Mean 
95% 

lCI 
95% 
uCI Median SD Min Max | Mean 

95% 
lCI 

95% 
uCI Median | Mean 

95% 
lCI 

95% 
uCI Median SD Min Max | 

Screening  
(-5 to D1) 

| 3 | 4.0 -0.3 8.3 3.0 1.73 3 6 |     |        | 

Baseline (D1) | 3 | 4.0 -0.3 8.3 3.0 1.73 3 6 |     |        | 

Day 2 | 3 | 4.7 -4.7 14.1 3.0 3.79 2 9 | 4.0 -0.3 8.3 3.0 | 0.7 -4.5 5.8 0.0 2.08 -1 3 | 

Day 3 | 3 | 3.0 -3.6 9.6 4.0 2.65 0 5 | 4.0 -0.3 8.3 3.0 | -1.0 -6.0 4.0 -1.0 2.00 -3 1 | 

Day 4 | 3 | 3.3 -5.4 12.1 3.0 3.51 0 7 | 4.0 -0.3 8.3 3.0 | -0.7 -5.8 4.5 0.0 2.08 -3 1 | 

Day 5 | 2 | 4.5 -27.3 36.3 4.5 3.54 2 7 | 4.5 -14.6 23.6 4.5 | 0.0 -12.7 12.7 0.0 1.41 -1 1 | 

Day 6 | 2 | 3.5 -28.3 35.3 3.5 3.54 1 6 | 4.5 -14.6 23.6 4.5 | -1.0 -13.7 11.7 -1.0 1.41 -2 0 | 

Day 7 | 2 | 2.0 -23.4 27.4 2.0 2.83 0 4 | 4.5 -14.6 23.6 4.5 | -2.5 -8.9 3.9 -2.5 0.71 -3 -2 | 

Day 8 | 1 | 3.0   3.0  3 3 | 6.0   6.0 | -3.0   -3.0  -3 -3 | 

Day 9 | 1 | 0.0   0.0  0 0 | 6.0   6.0 | -6.0   -6.0  -6 -6 | 

Day 14 | 1 | 0.0   0.0  0 0 | 6.0   6.0 | -6.0   -6.0  -6 -6 | 

EoT | 1 | 0.0   0.0  0 0 | 3.0   3.0 | -3.0   -3.0  -3 -3 | 

EoS  
(Day 21-28) 

| 3 | 0.0   0.0 0.00 0 0 | 4.0 -0.3 8.3 3.0 | -4.0 -8.3 0.3 -3.0 1.73 -6 -3 | 

n = Number of subjects, CI = Confidence interval, lCI = Lower limit of CI, uCI = Upper limit of CI, SD = Standard deviation. 
Baseline is defined as the last value measured prior to the study treatment start. 

 

14.4.7 Summary statistics of time to the first normalization by parameter 

Parameter Laboratory parameter [unit] Statistic 
Bazedoxifene  

(N = 3) 

Time to the first normalization [days] White blood cell count [109/L] n 1 
Mean (SD) 28.0 ( - ) 
95% CI - 
Median 28.0 
Min - Max 28 - 28 

 Neutrophils [%] n 2 
Mean (SD) 7.0 (0.00) 
95% CI - 
Median 7.0 
Min - Max 7 - 7 

 Lymphocytes [%] n 2 
Mean (SD) 7.0 (0.00) 
95% CI - 
Median 7.0 
Min - Max 7 - 7 

 CRP [mg/L] n 3 
Mean (SD) 6.3 (4.04) 
95% CI -3.7; 16.4 
Median 7.0 
Min - Max 2 - 10 

 Ferritin [ug/L] n 3 
Mean (SD) 28.0 (0.00) 
95% CI - 
Median 28.0 
Min - Max 28 - 28 

 Interleukin-6 [ng/L] n 1 
Mean (SD) 28.0 ( - ) 
95% CI - 
Median 28.0 
Min - Max 28 - 28 

n = Number of subjects, CI = Confidence interval, SD = Standard deviation. 
Only normalized parameters were included (i.e., parameters abnormal during the course of the whole study or parameters normal at 
baseline are not included). 

 


