Table 37 Dose of Steroids FAS 
A. Including Patients Without Steroids, 
B. Excluding Patients Without Steroids,
C. Estimates of Steroid Dose
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- Wedian (1. Q3) 425 435 i
Duration of Corticosteroids Use [days] during D2-D5 [n] Mean (SD) 48]131(12) [35]3.3 (1.1)
] Median (Q1; Q3) 429 43:4)
o Use of steroids is put on zero when patient is discharged. When subject is deceased, the value is missing 72 Dose of steroids
Fas
11. Need of steroids
b Randomised Treatment
statistic vire Picebo
] PPS Total Number of Patients N a7 15
Day 1
Gortcosteraids Dose [mg] 0] Mean (SD) 11471247 67.3) 11451165 (47.8)
] Wedian (Q1; Q3) 00(00,40) 00(00,00)
Range ©0;5330) (©0;3000)
Vitamine C Control Odds Ratio (95%Cl)___P-value O iosteroids Dose o) o1 Vean (D) (am 325 (105.4) (1451240 617)
costeroids Dose [mg ] Mean
] Day 1 0155 (00800277) 0087 (0.0400179) Rt o raash
Day 2 0.191(0.102;0.328) 0.128 (0.062;0.245) 1.615 (0.554,4.710) 0.3800 Range (0.0; 1066.0) (0.0;300.0)
Day 3 0.199 (0.107;0.340) 0.100 (0.047;0.202) 2.225 (0.746,6.639) 0.1513 Day3
; ; Gortcosteraids Dose [mg] 0] Mean (SD) 1451206 (1029) [142117.1 (405)
N Day 4 0.175 (0.092;0.310) 0.125 (0.059;0.244) 1.496 (0.497;4.506) 0.4733 Median (Q1: Q3) 00(00:50) 00(00:00)
Day 5 0.108 (0.053;0.208) 0.093 (0.042;0.192) 1.189 (0.381;3.717) 0.7653 oaye Range (0.0;1066.0) (0.0;300.0)
o ay
average d2-d5 _ 0165 (0.103,0.254) 0110 (0.064:0.183) 1.590 (0.718;3.521) 02525 Gortcosteraids Dose [mg] 0] Mean (SD) 11421276 (103.9) 11381 155 (42.8)
] Predicted probability (and 95%Cl) of steroid use obtained from a generalised linear mixed model (logistic regression with a random Median (Q1; Q3) 0.0 (0.0;4.0) 0.0 (0.0;0.0)
effect of patient) with group and time as fixed effects and correcting for study site (as fixed effect). oays Range (0.0 1066.0) (0.0;200.0)
. . > . ay
Note that the estimates refer to the predicted probability and the predicted effect for the average patient Coticosteroids Dose [mg] (1] Mean (SD) (14921158 495) [1351120(333)
] Median (Q1; Q3) 00(0.0,00) 00(00,00)
Range (©0;3000) ©0;2000)
| Desciiptve nformation,incucing patiens who do not ake stercids
] For discharged, lostlo-FU and deceased patiens, the dose s be put on missing (uness there was nformaton on the day of discharge o the day of death )
11.4.2 Statistical / Analytical Issues
[
A
11.4.2.1 Adjustments for Covariates sy o000t 125
] 1149 Unndling nf Neananbe ar Miccing Nata
[
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12. Dose of steroids
FAS
Randomised Treatment
~ Statistic Vit-C Placebo
Total Number of Patients N 147 145
N Day 1
) Corticosteroids Dose [mg] [n] Mean (SD) [147]24.7 (67.3) [145] 16.5 (47.8)
Median (Q1; Q3) 0.0(0.0; 4.0) 0.0(0.0; 0.0)
1 Range (0.0; 533.0) {0.0; 300.0)
Day 2
| Corticosteroids Dose [mg] [n] Mean (SD) [147] 32.5 (105.4) [145]24.0 (61.7)
i Median (Q1; Q3) 0.0(0.0; 20.0) 0.0(0.0; 0.0)
Range (0.0; 1066.0) (0.0; 300.0)
) Day3
] Corticosteroids Dose [mg] [n] Mean (SD) [145]29.6 (102.9) [142]17.1 (49.5)
Median (Q1; Q3) 0.0(0.0;5.0) 0.0 (0.0; 0.0)
N Range (0.0; 1066.0) (0.0;300.0)
Day4
1 Corticosteroids Dose [mg] [n] Mean (SD) [142] 27.6 (103.9) [138] 15.6 (42.8)
N Median (Q1; Q3) 0.0 (0.0; 4.0) 0.0 (0.0; 0.0)
Range (0.0; 1066.0) (0.0; 200.0)
N Day 5
Corticosteroids Dose [mg] [n] Mean (SD) [142] 15.8 (49.5) [135]12.0 (33.3)
| Median (Q1; Q3) 0.0(0.0; 0.0) 0.0(0.0; 0.0)
i Range (0.0; 300.0) (0.0; 200.0)
For discharged, lost-to-FU and deceased patients, the dose was be put on missing (unless there was information on the day of discharge or the day of death.)

11.4.2 Statistical / Analytical Issues

11.4.2.1 Adjustments for Covariates
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] Mean (SD)
Median (Q1; 3)
Range

] Mean (SD)
Median (Q1; 3)

(4211139 (173.4)
420(320,183.0)
(4.0, 1066.0)

[40]1075 (1747)
400(320,171.0)

(36]96.8 (91.8)
400(320192.0)
(02,3000)

[31]783 (81.1)
320(320,120.0)

Range (4.0, 1066.0) (40,300.0)
Day4
Cortcosteroids Dose [mg] ] Mean (SD) [371106.1 (1836) 1321673 (67.1)
Median (Q1; 3) 320(300; 192.0) 320270, 110.0)
Range (05;1066.0) (40,2000)
Day5
Cortcosteroids Dose [mg] ] Mean (SD) [31]724(853) 1281579 (525)
Median (Q1; 3) 320240 100.0) 320(27.0,98.0)
Range (10,3000) (40,2000

Descriptive information, excluding patients who do not take steroids
For discharged. losito-FU and deceased patients, the dose was be put on missing (uness there was information on the day of discharge or the day of death.)

Tekstvoorspelling: aan

5 Toegankelikheid: onderzocken

Bestand  Start  Invoegen  Tekenen  Ontwerpen  Indeling  Verwizingen  Verzendijsten  Controleren  Beeld  Help
X A
O A A fha- [ A LI || asmbeepe asBeeede acsocor AQB a 4aBbeDal
Plakken BIU-®x <|A-L2-A =. [ &~ Eiv || 7Stndsad TGeenats.  Kops Twel  Onderttel Subtieleb.. Nadruk Intensieve
Kiembord 5 Lettertype Alnea stifen
S O R R R E R R T R R TR R TR R R R R R R R R IR IR IR TR TR TRR TR TR I
CEasie study Page 100 o 125
12. Dose of steroids
Fas
Randomised Treatment
statistic viee Piacebo
Total Number of Patients N 5 ]
Day 1
Gortcosteraids Dose [mg] 0] Mean (SD) 1391932 (104.1) 1301800 (78.2)
Wedian (Q1; Q3) 500 (320, 125.0) 400320 1000)
Range (1.0;533.0) (60;3000)
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. Range (0.0: 300.0) (0.0 200.0) For discharged, lost1o-FU and deceased patiens, the dose was be put on missing (uness there was informaton on the day of discharge o the day of death ) o
i Descriptive information, including patients who do not take steroids
For discharged, lost-to-FU and deceased patients, the dose was be put on missing (unless there wias information on the day of discharge o the day of death.)
N 12. Dose of steroids
] FAS
CEasie study Page 1010125
Randomised Treatment
1 Statistic Vit-C Placebo
Total Number of Patients N 53 a
Day 1
E Corticosteroids Dose [mg] n] Mean (SD) [39]93.2 (104.1) 130180.0 (78.2)
N Median (Q1; Q3) 50.0 (32.0; 125.0) 40.0 (32.0; 100.0) 12. Dose of steroids
N Range (1.0,533.0) (6.0;300.0)
] Day2 FAS
Corticosteroids Dose [mg] n] Mean (SD) 14211139 (173.4) 1361 96.8 (91.8)
Median (Q1; Q3) 42.0(320; 183.0) 40,0 (32.0; 192.0) Viarmine Gontrol Fatio (95%G) Fovalze
Range (4.0;1066.0) (0.2;300.0) Day1 7556 (1.0262.250) 104 (0.665:1 658)
1 Day3 022 1,826 (1.196:2.680) 1.426 (0.8902.140) 123407512025 04052
N Day3 1736 (1.1512518) 1,148 (0.6901.73%) 140006702254 01647
a Corticosteroids Dose [mg] [n] Mean (SD) [40] 107.5 (174.7) [31178.3 (81.1) D:’, " 1590 (10432 316) 1.254 (0.777,1.874) 1213 (0.756;1.947) 0.4211
Median (Q1; Q3) 40.0(32.0; 171.0) 32.0 (32.0; 120.0) oay5 1,168 (0.747:1.699) 1,046 (0.6431 550) 1085 07031675 07100
] Range (4.0;1066.0) (4.0;300.0) Average d2.45 1,565 (1.0552222) 1214 0.776:1.769) 122807931903 03504
Day 4 Esfimates o steroid dose (95%C) oblaind fom a inear modelfo longiudinal measuremen's fited on inverse hyperbolic sign ransformed data.
Means and 95% confidence intervas are obtained after backiransiormatin 1o the arginal scae. Due fo the ransformation, the comparison of bain
Corticosteroids Dose [mg] n] Mean (SD) (371 106.1 (183.6) 13267.3 (67.1) groups efers o 2 raio.
] Median (Q1: 03) 320300, 192.0) 320270, 110.0) ot that the model has been fied on all patiens n the FAS set
Range (0.5 1066.0) (4.0;200.0)
Day 5
i Corticosteroids Dose [mg] n] Mean (SD) [31)72.4 (85.3) 12857.9 (52.5)
Median (Q1; Q3) 32.0(24.0;100.0) 32.0 (27.0;98.0)
Range (1.0,300.0) (4.0,2000)
] Descriptive information, excluding patients who do not take steroids
For discharged, lost10-FU and deceased patients, the dose was be put on missing (unless there was information on the day of discharge o the day of death.) 0
] 11.4.2 Statistical / Analytical Issues
i [l
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