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Visit Question Answer 

Bazedoxifene 
(N = 3) 
n (%) 

EoS (Day 21-28) Q1: Fever (morning) 37-37,4 °C 0 
  37,5-38 °C 0 
  over 38 °C 0 
 Q2: Fever (evening) 37-37,4 °C 0 
  37,5-38 °C 0 
  over 38 °C 0 
 Q3: Cough (day) Slight cough 1 (33.3%) 
  Hacking cough 0 
 Q4: Cough (night) Slight cough 0 
  Waking up 0 
 Q5: Fatigue Mild 1 (33.3%) 
  Moderate 0 
 Q6: Taste perception Decreased 0 
 Q7: Smell perception Decreased 0 
 Q8: Diarrhea/ vomiting Mild 0 
  Moderate 0 
 Q9: Need of antibiotics ATB 0 
 Q10: Oxygenotherapy Oxygenotherapy needed 0 
 Q11: Other symptoms Headache 0 

n = Number of subjects experiencing the event, % = Percentage of subjects having the corresponding visit. 

    

 

14.4.4 Frequency table of patients with conditions worsened into state necessitating 

a ventilator 

There was no patient whose condition worsened into state necessitating a ventilator. 

 

14.4.5 Summary statistics and changes from baseline of O2 saturation [%] 

 -------------- 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 | 94.3 90.5 98.1 94.0 1.53 93 96 |     |        | 

Baseline (D1) | 3 | 94.0 91.5 96.5 94.0 1.00 93 95 |     |        | 

Day 2 | 3 | 95.3 90.2 100.5 96.0 2.08 93 97 | 94.0 91.5 96.5 94.0 | 1.3 -6.3 8.9 2.0 3.06 -2 4 | 

Day 3 | 3 | 96.7 92.9 100.5 97.0 1.53 95 98 | 94.0 91.5 96.5 94.0 | 2.7 -2.5 7.8 2.0 2.08 1 5 | 

Day 4 | 3 | 95.3 90.2 100.5 96.0 2.08 93 97 | 94.0 91.5 96.5 94.0 | 1.3 -1.5 4.2 2.0 1.15 0 2 | 

Day 5 | 2 | 93.5 87.1 99.9 93.5 0.71 93 94 | 94.0 81.3 106.7 94.0 | -0.5 -19.6 18.6 -0.5 2.12 -2 1 | 

Day 6 | 2 | 96.0   96.0 0.00 96 96 | 94.0 81.3 106.7 94.0 | 2.0 -10.7 14.7 2.0 1.41 1 3 | 

Day 7 | 2 | 96.5 90.1 102.9 96.5 0.71 96 97 | 94.0 81.3 106.7 94.0 | 2.5 -16.6 21.6 2.5 2.12 1 4 | 

Day 8 | 1 | 97.0   97.0  97 97 | 93.0   93.0 | 4.0   4.0  4 4 | 

Day 9 | 1 | 98.0   98.0  98 98 | 93.0   93.0 | 5.0   5.0  5 5 | 

Day 14 | 1 | 96.0   96.0  96 96 | 93.0   93.0 | 3.0   3.0  3 3 | 

EoT | 1 | 96.0   96.0  96 96 | 95.0   95.0 | 1.0   1.0  1 1 | 

EoS (Day 21-28) | 3 | 96.3 92.5 100.1 96.0 1.53 95 98 | 94.0 91.5 96.5 94.0 | 2.3 -3.4 8.1 1.0 2.31 1 5 | 

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. 
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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). 

 


