Table 35 Need of Steroids FAS A. for Observed Information and B. for Predicted Probability
A. [image: Afbeelding met tekst, schermopname, software, Computerpictogram

Automatisch gegenereerde beschrijving]
B. [image: Afbeelding met tekst, schermopname, software, Computerpictogram

Automatisch gegenereerde beschrijving]
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Duration of RRT during D2-D5 [days] 0] Mean (SD) 511.8(1.3) 112312
Median (Q1; Q3) 1(1;2) 2(1,3)
Renal replacement therapy is put on zero when patient s discharged. When subject i deceased. the value is missing
10. Renal replacement therapy
PPS
Vitamine C Control Odds Ratio (95%Cl) __P-value
average d2-d5 0.007 (0.002,0.020) __ 0.024 (0.012,0.047) 0279 (0.078:0.998) __ 0.0496

Predicted probability (and 95%Cl) of renal replacement therapy obtained from a generalised linear mixed model (logistic regression
with a random effect of patient) with group and time as fixed effects. Given the low number of events no correction has been made for
study site and daily-specific comparisons where not tested

Note that the estimates refer to the predicted probability and the predicted effect for the average patient

11.4.2 Statistical / Analytical Issues

11.4.2.1 Adjustments for Covariates
11.4.2.2 Handling of Dropouts or Missing Data
11.4.2.3 Interim Analysis and Data Monitoring
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11. Need of steroids
Fas
Randomised Treatment
statistic vire Picebo
Total Number of Patients N a7 15
Any use of cortcoids during D1-D5 N (%) 53/147 (36.05%) 47145 (30.34%)
Any use of cortcoids during D2-D5 N (%) 497147 (33.33%) 407145 (27.59%)
Dy 1 N (%) 397147 (26.53%) 30/145 (20.69%)
Dy 2 N (%) 42147 (2857%) 36/145 (24.83%)
Dy 3 N (%) 407145 (27.59%) 31143 (21.68%)
Dy 4 N (%) 371142 (26.06%) 321139 (23.02%)
Dy 5 N (%) 31142 (21.83%) 28/136 (20.59%)
Duration of Corticosteroids Use during D1-D5 [days] 0] Mean (SD) 3136 (15) “4136(15)
Median (Q1; Q3) 425 435
Duration of Corticasteraids Use [days] during D2-D5 0] Mean (SD) 9131 (12) “0132(12)
Median (Q1; Q3) 424 4G4
Use ofseroids is put on zero when patient s discharged. When subjectis deceased the value is missing
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Statistic vite Placebo
Total Number of Patients N 147 145
Any use of corticoids during D1-D5 N (%) 53/147 ( 36.05%) 44/145 (30.34%)
Any use of corticoids during D2-D5 N (%) 497147 (33.33%) 40/145 (27.59%)
Day 1 N (%) 39147 (26.53%) 30/145 (20.69%)
Day 2 N (%) 421147 (2857%) 36/145 ( 24.83%) 1. Need of steroids
Day 3 N (%) 401145 (27.50%) 311143 (21.68%) Fas
Day 4 N (%) 371142 ( 26.06%) 32/139(23.02%)
Day 5 N (%) 31142 (21.83%) 28136, (20.59%) Viamine C Control Gads Ralio (95%C1) __Pvalue
Day 1 0148 (0078,0263) 0,087 (0 042.0.171)
Duration of Corticosteroids Use during D1-D5 [days] [n] Mean (SD) [53]3.6 (15) (44136 (15) Day2 0182 (0.099:0.311)  0.143 (0.074,0.258) 1335 (0.4843.683) 05770
Median (Q1; Q3) 425 4@3:5) Day3 0477 (0.0950305)  0.105(00520.202) 1828 (06435.200) 02577
Day 4 0156 (0.0820277) 0127 (00630.239)  1265(04402632) 06625
Duration of Corticosteroids Use [days] during D2-D5 n] Mean (SD) [4913.1(12) [40]32(12) Day5 0097 (0.0480.185)  0.089(00420.178) 1096 (03673.276)  0.8690
Median (Q1: 03) 1.4 10.4) average d2-d5 0149 (0.0940220)  0.114(0069:0.183) 1356 (0.636:2:892) 04200
Predicted probabilty (and S5%C1) of seroid use obtained from a generalised inear mixed model (1ogstic egression wih a random
effectofpatient) vith roup and time as fied sffects and correctng for study ste (as fixed effech).
Use of steroids is put on zero when patient is discharged. When subject is deceased, the value is missing Note that the estimates refer to the predicted probability and the predicted effect for the average patient
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