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Fortunately this colouring occurred several days later, so no unblinding during the adrministration of the

treatment happened.

No other protocol deviations or violations led to a change in the study procedure.
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1. Subject disposition and follow-up
‘Randormised Treatment
Symmery Statistc vire Placeto Total
Patents in PPS N 139 29 268
Day 1-Day 5 status (5)
5 days with ollov-up visits (*) N (%) 1201139 (86.33%) 1081129 (83.72%) 2281268 (85.07%)
Discharged within 5 days N (%) 201139 (14.39%) 23129 (17.83%) 430268 (16.04%)
Deceased vithin 5 days N (%) 5139 ( 360%) 5129 ( 3.88%) 101268 ( 373%)
Discharged or deceased within 5 days 1N (%) 251130 (17.99%) 28129 (21.71%) 531268 ( 19.78%)
5 days with ollov-up (and not N (%) 1141139 (82.01%) 97129 (75.19%) 2111268 (7873%)
deceasedidischarged)
Nofull FU (and not deceased or N (%) 0139 ( 0.00%) 4129 ( 3.10%) 4268 ( 1.49%)

C £asie Study

Engels (Verenigde Staten)

discharged)

(5] Nol mutual exclusive. () based on the variable vis_done_ay in Redcap.
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