14.2.2 Secondary endpoints

14.2.2.13 Impact of chimerism on incidence of relapse after allogeneic Stem cell therapy

Tahble 14.2.2.13.1: Distributions of subjects based on chimerism status and relapse - Full Analysis Population
allocated to SCT arm

Description Category N (%)
Complete chimerism 30 (52.6%)
Patient chimerism status Mixed chimerism 3 (5.3%)
Missing 24 (42.1%)
Yes 4 (T%)
Patient with complete chimerism and relapse No 35 (61.4%)
Missing 18 (31.6%)
No 39 (68.4%)
Patient with mixed chimerism and relapse
Missing 18 (31.6%)

SCT: Allogeneic stem cell transplantation. All percentage values are rounded to 1 decimal places.

Category No: represents records with one or both entries for the relevant variables required for the derivation of the description whose values do not
fulfill the coditions for the description to be true,

Category Missing: represents records with missing entries for all relevant variables required for the derivation of the description.
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Figure 14.2.2.13.2: Cumulative incidence of complete chimerism, relapse before complete chimersim and death
before complete chimerism after SCT - Full Analysis Population allocated to SCT arm

Event — Complete chimerism — — Relapse before complete chimerism ---- Death before complete chimerism Treatment arm — SCT
0.6
@
Q
=
@«
=
‘S 0.4
£
©
=
]
=
E
o 0.24
i et i e i
_______________________________ +__________ ____+__
----------------------------------------------------- T+
0.0+
0 250 500 750 1000 1250
Time in days after allogeneic SCT
Number at risk 57 26 17 16 15 0

SCT: Allogeneic Stem cell therapy.



Table 14.2.2.13.2: Cumulative incidence of complete chimerism, relapse before complete chimersim and death
before complete chimerism at 30 days, 100 days, 6 months, 1 year, 2 years and 3 years after SCT - Full Analysis
Population allocated to SCT arm

Tmepoint | Event runcton Bsumate. | SN | e meral | conncence mterva
Complete chimerism 0.073 0.035 0.023 0.162
30 days Relapse before complete chimerism 0.000 0.000 - -
Death before complete chimerism 0.000 0.000 - -
Complete chimerism 0.220 0.057 0.121 0.338
100 days Relapse before complete chimerism 0.037 0.026 0.007 0.114
Death before complete chimerism 0.000 0.000 - -
Complete chimerism 0.389 0.067 0.259 0517
6 months Relapse before complete chimerism 0.075 0.036 0.024 0.166
Death before complete chimerism 0.000 0.000 - -
Complete chimerism 0.446 0.069 0.309 0.575
1year Relapse before complete chimerism 0.094 0.041 0.034 0.192
Death before complete chimerism 0.057 0.033 0.015 0.145
SCT: Allogeneic stem cell transplantation. All numerical values are rounded to 3 decimal places.
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Table 14.2.2.13.2: Cumulative incidence of complete chimerism, relapse before complete chimersim and death
before complete chimerism at 30 days, 100 days, 6 months, 1 year, 2 vears 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
Complete chimerism 0.961 0.069 0.415 0.684

2 years Relapse before complete chimerism 0.094 0.041 0.034 0.192
Death before complete chimerism 0.057 0.033 0.015 0.145
Complete chimerism 0.961 0.069 0.415 0.684

3 years Relapse before complete chimerism 0.116 0.046 0.048 0.222
Death before complete chimerism 0.057 0.033 0.015 0.145
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SCT: Allogeneic stem cell transplantation. All numerical values are rounded to 3 decimal places.




