Table 39 IV Fluid Balance FAS A. Descriptive Information and B. Estimates of Mean Fluid Balance
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] Corticosteroids Dose [mg] [n] Mean (SD) [40] 107.5 (174.7) 311783 (81.1)
Median (Q1; Q3) 40.0 (32.0; 171.0) 32.0(32.0; 120.0)
Range (4.0; 1066.0) (4.0;300.0)
Day 4
] Corticosteroids Dose [mg] [n] Mean (SD) [37]106.1 (183.6) [32]67.3 (67.1)
5 Median (Q1; Q3) 32.0(30.0; 192.0) 32.0(27.0; 110.0)
Range (0.5; 1066.0) (4.0; 200.0)
1 Day 5
Corticosteroids Dose [mg] [n] Mean (SD) [31]72.4(85.3) 28] 57.9 (52.5)
Median (Q1; Q3) 32.0 (24.0; 100.0) 32.0(27.0; 98.0)
1 Range (1.0; 300.0) (4.0; 200.0)

Descriptive information, excluding patients who do not take steroids
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.)

12. Dose of steroids

PPS

1 Vitamine C Control Retio (95%C1) Povalue
N Day 1 1623 (1.063:2.367) 1.086 (0.627,1.677)

Day2 1.928 (1.2582.849) 1319 (0.7822.042) 1378 (0.822,2.311) 02226
N Day3 1,097 (0.622,1.717) 1,575 (0.954;2.600) 0.0756

Day4 1218 (0.722,1.871) 1.342 (0.817,2.204) 0.2441

Days 1271 (0.816;1.853) 1.044 (0.616;1.587) 1160 (0.735,1.831) 0.5234
E Average d2-d5 1.696 (1.145:2.422) 1.167 (0.713;1.750) 1.356 (0.856,2.148) 0.1940

Estimates of steroid dose (95%Cl) obtained from a linear model for longitudinal measurements fitted on inverse hyperbolic sign transformed data.
Means and 95% confidence intervals are obtained after backtransformation to the original scale. Due to the transformation, the comparison of both
] groups refers to a ratio.

Note that the model has been fitted on all patients in the PPS set
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13. 1V Fluid balance
Fas
Randomised Treatment
statistic viee Piacebo
Total Number of Patients N o7 61
Day 1
1V Fluics: Fluid Balance [mL] 0] Mean (SD) 14511680 (1710) 14311695 (1625)
Median (Q; Q3) 1311 (611, 2524) 1761 (657, 2852)
Range 777, 7149) (3330 5083)
Day2
IV Fluics: Fluid Balance [mL] 0] Mean (SD) 1471796 (1256) 1501852 (1336)
Wedian (Q1; Q3) 951 (30, 1327) 789 (89; 1453)
Range (1430:3873) (-1900; 4983)
Day3
IV Fluics: Fluid Balance [mL] 0] Mean (SD) (411461 (1383) 1431186 (1276)
Wedian (Q1; Q3) 554 (-115; 1469) 230 (661; 968)
Range (:2885:3718) (3993 2672)
Day4
IV Fluids: Fluid Balance [mL] 0] Mean (SD) 1321142 (1517) 31190 (1546)
Wedian (Q1; Q3) 244 (1139, 945) 135 (-763; 925)
Range (41442727 (3794; 2489)
Day5
IV Fluids: Fluid Balance [mL] 0] Mean (SD) [271-299 (1369) [231-528 (1354)
Wedian (Q1; Q3) 120 (1220, 512) 922 (-1463; 332)
Range (3223 2025) (2571 2684)
Descriptive information, ony including patients in ICUs.
For patients deceased in ICU, the fuid balance was be put on missing (uness there was information on the day of death )
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vay 2
N IV Fluids: Fiuid Balance [mL] n] Mean (SD) 1471796 (1256) 50] 852 (1336)
] Median (Q1; Q3) 951 (-30; 1327) 789 (89; 1453)
Range (-1430; 3873) (-1900; 4983)
“ Day3
i IV Fluids: Fiuid Balance [mL] [n] Mean (SD) [41] 461 (1383) 143] 156 (1276)
Median (Q1; Q3) 554 (-115; 1469) 230 (-661; 968)
M Range (-2886; 3718) (-3993; 2672)
Day 4
1 IV Fluids: Fiuid Balance [mL] [n] Mean (SD) 1321142 (1517) [31]-90 (1546)
N Median (Q1; Q3) 244 (-1139; 945) 135 (-763; 925)
Range (-4144; 2727) (-3794; 2489)
- Days
IV Fluids: Fiuid Balance (mL] n] Mean (SD) [27]-299 (1369) 123]-528 (1354)
N Median (Q1; Q3) 120 (1220, 512) 022 (-1463; 332)
] Range (-3223; 2025) (-2571; 2684)
- Descriptive information, only including patients in ICUs

For patients deceased in ICU, the fluid balance was be put on missing (unless there was information on the day of death.)

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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Descripive nformation, ony including patients in ICUs.
For pafients deceased in ICU, the fluid balance was be put on missing (unless there was information on the day of death,)
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13. IV Fluid balance
FAS
Vitamine G Cortrel Difierence (95%C) Prvslue

Day 1 16639 (1152.021748) 16028 (1072.1:21335)
Day2 TISE(B151169T)  8041(405.412029) 265 (5416:4845) 09124
Day3 4523 (287876.8) 1075 (:323.0,537.9) 3453(21819087) 02281
Day4 2888(83172542)  2144(T1293442)  TA4(82266738) 08432
Days 3892(92751491) 8389 (A2727,1011) 2977 (471210665) 04403
Average 42.45 1376 (191.1,4662) 26 (34483500 1350(2899,5600) 05284
Estimates of mean fuid balance (95%G) ablained from a inear model for longtudinal measurements correcting for study site.
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