Table 18  SOFA Score Interaction Model for Baseline SOFA (FAS)
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3. Primary Outcome: SOFA score g
Subgroup analysis (FAS) baseline SOFA >=6 C-£asie Study. Page380f 84
Vitemine C Control Retio (95%C}) Pvalue
| Day 1 8327 (7.9118.764) 5327 (7.911,6.764)
Day 2 6.838 (5.9947.798) 8.268 (7.255:9.420) 0.828 (0.705,0.974) 00228 3. Primary Outcome: SOFA score
H Day3 5.178 (4.282:6.254) 6,552 (5.427,7.905) 0.793 (0.620,1.014) 0.0641 Iteraction model for baseline SOFA (FAS)
Day 4 3579 (2.710,4.700) 5.330 (4.062,6.977) 0.678 (0.474,0.970) 00339
J Day 5 3.043 (2.181,4.199) 4,083 (2.957,5.633) 0.752 (0.491,1.152) 01875
PRIMARY OUTCOME: average d2-d5 4.442 (3617,5.444) 5.869 (4.7907.184) 0761 (0.585:0.990) 0.0419 Baseline SOFA<E Baseline SOFA><5.
: 2z A viamine ¢ Control Fatosuc) P viamine ¢ Control Retio(@5%C) P Pimeraction
- Estimates of SOFA (95%CI) obtained from the cLDA model fitted on inverse hyperbolic sign ransformed data. Means and 95% confidence intervals ot T3t 03722 7 T AT T3 (5113750 53T (9115760
are obtained after backiransformation to the original scale. Due to the transformation, the comparison of both groups refers to a ratio. Day2 11609 (13441911) 1713 (1426:2035) 0.948 (0776,1.158) 05995 6838 (5.9947.798) ©268 (7255.9.420) 0828 (0.7050974) 00228 03016
J Day3 1,343 (10731653) 1264 (09951572) 1049 (08271331) 06857 5178 (42826254) 6552 (5.427.7.905) 0793 (0.620.1014) 00541 01082
Day 4 11037 (0789,1320) 1,025 (0771:1316) 1008 (07611303) 09465 3579 (2710:4.700) 5330 (40626977) 0678 (04740970) 00339 00758
Days 0804 (0570:1068) 0853 (06961247) 0.894 (06631.171) 04135 3043 (2181.4199) 4093 2957.5633) 0752 (0.491.1152) 01375 oaat
N Average d2d5 1175 (0049:1431) 1218 (0.98011.457) 0973 (07671204) 08010 4442 (36175444 5369 (47907 134) 0761 (056509%0) 00419 01513 O
Estimates of SOFA (85%C) obtaned from the cLDA mode fied on nverse hyperbol ign ransformed Gata Weans and 95°% confidence intervals are oblained after backiransiormation to tne
J orginal scale. Due o fhe ransformation, he comparon of bth groups rfers {0 a rato
11.4  EFFICACY RESULTS AND TABULATIONS OF INDIVIDUAL PATIENT DATA Inteactions are allowed wihthe categorised baseiine SOFA score (<6 versus >-5). Focus of inferest i the comparison of th inerventon efects (at each day separately and the average)
Detween subjecs ih SOFA<S and subjects wih SOFA>=b.
o Thisineracton model allws a separate covariance stucture and separate effcts of s forth tio groups defined by he baseline SOFA
i 11.4.1 Analysis of Efficacy
| 11.4.2 Statistical / Analytical Issues
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