PRIMARY ENDPOINT

The following table shows the results of the analysis for the primary endpoint using a Cox
proportional hazards model in the intention-to-treat (ITT) population as described in the
Statistical Analysis Plan (SAP) including: ® Number of events ¢ Incidences per patient-years
Hazard ratio with 95% confidence interval (adjusted for center using strata) ® p-values for the
different hypotheses, i.e. one-sided for the non-inferiority margin 1.3 and one-sided for
superiority ® the number of individuals included in the analysis

Table 01: Results of the analysis of primary time to event endpoint
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The cumulative incidences estimated with the Aalen-Johansen estimator to account for
competing events are shown in the following figure.
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Figure 04: Aalen Johansen plot for primary endpoin



