Figure 9 Visualisation of the Interaction Model for Continuous Baseline SOFA PPS Assuming Linearity and Allowing Non-Linearity
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Comparisons of Vitamin C with placebo obtained from a LDA model fitted on inverse hyperbolic sign fransformed data, allowing
the effect of Vitamin C to depend on baseline SOFA score (i.e. an interaction between the effect of vitamin C and baseline
SOFA is allowed). Due to the transformation of the SOFA score (as outcome variable), the comparison of both groups refers to a
ratio (and 95%Cl). The effect refers to the effect averaged over d2-d5

Results from two versions of this interaction model are presented:

(1) - assuming linearity for the effect of the baseline SOFA score and for the interaction effect (P-value for interaction: 0.3487).
(2) - allowing non-linearity in the interaction between the baseline SOFA and the effect of vitamin C (P-value for interaction:
0.3661). To this purpose, restricted cubic splines with 4 knots were used.

Note that the model is fitted on the values from d2-d5, hence not including day 1 as an outcome variable (therefore, the model is
not a cLDA but a LDA model).

The interaction effect is visualised in the !'gures below
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11.4  EFFICACY RESULTS AND TABULATIONS OF INDIVIDUAL PATIENT DATA
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