14.2.2 Secondary endpoints

14.2.2.7 Incidence of acute GVHD after allogeneic stem cell therapy

Figure 14.2.2.7.1: Cumulative incidence of any acute GvHD and death before any acute GvHD after SCT - Full

Analysis Population allocated to SCT arm
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SCT: Allogeneic stem cell transplantation.

Table 14.2.2.7.1: Cumulative incidence of any acute GvHD and death before any acute GvHD at 100 days after

SCT - Full Analysis Population allocated to SCT arm

Cumulative incidence

95% Lower

95% Upper

Timepoint Event Function Estimate Standard Error confidence interval confidence interval
Any cute GvHD 041 0.067 0.28 0536

100 days
Death before any acute GvHD 0.000 0.000 - -
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GvHD: Graft-versus-Host Disease. SCT: Allogeneic Stem cell transplantation. All numerical values are rounded to 3 decimal places.




Figure 14.2.2.7.2: Cumulative incidence of acute GvHD of grade 0-II and death before acute GvHD of grade 0-I1
after SCT - Full Analysis Population allocated to SCT arm
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SCT: Allogeneic stem cell transplantation.

Table 14.2.2.7.2: Cumulative incidence of acute GvHD of grade 0-II and death before acute GvHD of grade 0-11
at 100 days after SCT - Full Analysis Population allocated to SCT arm

Cumulative incidence

95% Lower

95% Upper

Ti int Event Standard E
imepomn ven Function Estimate andard Lrror confidence interval confidence interval
Acute GvHD of grade 0-11 0.357 0.065 0.234 0.482
100 days
Death before acute GvHD of grade 0-11 0.018 0.018 0.001 0.085
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GvHD: Graft-versus-Host Disease. SCT: Allogeneic Stem cell transplantation. All numerical values are rounded to 3 decimal places.




Figure 14.2.2.7.3: Cumulative incidence of acute GvHD of grade III/IV and death before acute GvHD of grade

III/IV after SCT - Full Analysis Population allocated to SCT arm
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SCT: Allogeneic stem cell transplantation.

Table 14.2.2.7.3: Cumulative incidence of acute GvHD of grade III/TV and death before acute GvHD of grade

III/IV at 100 days after SCT - Full Analysis Population allocated to SCT arm

i Cumulative incidence 95% Lower 95% Upper
Timepoint Event . ) Standard Error ) .
Function Estimate confidence interval confidence interval
Acute GvHD of grade III-IV 0.071 0.035 0.023 0.159
100 days
Death before acute GvHD of grade IlI-IV 0.000 0.000 - -
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GvHD: Graft-versus-Host Disease. SCT: Allogeneic Stem cell transplantation. All numerical values are rounded to 3 decimal places.

Figure 14.2.2.7.4: Cumulative incidence of acute GvHD of grade II-IV and death before acute GvHD of grade

II-IV after SCT - Full Analysis Population allocated to SCT arm
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SCT: Allogeneic stem cell transplantation.




Table 14.2.2.7.4: Cumulative incidence of acute GvHD of grade II-IV and death before acute GvHD of grade II-IV
at 100 days and 3 years after SCT - Full Analysis Population allocated to SCT arm

Cumulative incidence

95% Lower

95% Upper

Timepoint Event Function Estimate Standard Error confidence interval confidence interval
Acute GvHD of grade II-IV 0.268 0.060 0.159 0.389
100 days
Death before acute GvHD of grade II-IV 0.000 0.000 - -
Acute GvHD of grade II-IV 0.375 0.065 0.249 0.501
3 years
Death before acute GvHD of grade II-IV 0.090 0.039 0.033 0.185
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GvHD: Graft-versus-Host Disease. SCT: Allogeneic Stem cell transplantation. All numerical values are rounded to 3 decimal places.




